Jla wbqš¿Y KwgwUi 22 †deªæqvix 2017 Zvwi‡L AbywôZ 247 Zg mfvi Kvh©weeiYx
¯^v¯’¨ I cwievi Kj¨vY gš¿Yvj‡qi mwPe Rbve †gvt wmivRyj Bmjvg Gui mfvcwZ‡Z¡ Jla wbqš¿Y KwgwUi
247Zg mfv weMZ 22 †deªæqvix 2017 ZvwiL weKvj 4:00 NwUKvq gš¿Yvj‡qi mfv K‡¶ AbywôZ nq|
mfvq KwgwUi wbgœewY©Z m`m¨MY Dcw¯’Z wQ‡jb (‡R¨ôZvi µgvbymv‡i bq) t
1|
2|
3|
4|
5|
6|
7|
8|
9|
10|
11|
12|
13|
14|
15|

Rbve myKzgvi iÄb †Nvl, cÖwZwbwa, evsjv‡`k dvg©vwmDwUK¨vjm& B‡¤úvUvm© G‡mvwm‡qkb, XvKv|
Aa¨vcK Wvt Kvgiæj nvmvb Lvb, DcvPvh©, e½eÜz †kL gywRe †gwW‡Kj wek¦we`¨vjq, XvKv|
‡gRi †Rbv‡ij †gvt Ave`yj Avjx wgqv, Kbmvj‡U›U wdwRwkqvb ‡Rbv‡ij, evsjv‡`k Avg©W †dv‡m©m
†gwW‡Kj mvwf©‡mm|
cvifxb AvK&Zvi, hyM¥mwPe, Rb¯^v¯’¨, ¯^v¯’¨ I cwievi Kj¨vY gš¿Yvjq, evsjv‡`k mwPevjq, XvKv|
Wvt †gvt RyjwdKvi Avjx, cwiPvjK-3, cÖavbgš¿xi Kvh©vjq, XvKv|
Wvt GBPwe Gg †Mvjvg gvngy`, cwiPvjK, wiPvm© †Uªwbs GÛ Bfvjy‡qkb, jvBf ÷K wiPvm© Bbw÷wUDU,
c‡¶ gnvcwiPvjK, cÖvwY m¤ú` Awa`ßi, XvKv|
‡gvt gwRyei ingvb cv‡Uvqvix, AwZwi³ cwiPvjK, gv`K`ªe¨ wbqš¿Y Awa`ßi, †ZRMvuI , XvKv|
Aa¨vcK Wvt †gvt BmgvBj Lvb, Wxb, wPwKrmv Abyl`, XvKv wek¦we`¨vjq I cÖwZwbwa, dvg©v‡KvjwR wefvM,
XvKv †gwW‡Kj K‡jR|
Aa¨vcK dwi`v †eMg, wK¬wbK¨vj dv‡g©mx I dvg©v‡KvjwR wefvM, XvKv wek¦we`¨vjq|
Aa¨vcK W. Gm Gg Avãyi ingvb, Wxb, dv‡g©mx Abyl`, XvKv wek¦we`¨vjq|
Aa¨vcK Wvt RvwKi †nvmvBb Mvwje, Pg© I †hŠb †ivM we‡klÁ, m¨vi mwjgyjøvn& †gwW‡Kj K‡jR, XvKv|
Wvt gÄyi Avng`, mnKvix cwiPvjK (nvmcvZvj-2), ¯^v¯’¨ Awa`ßi, gnvLvjx, XvKv|
Wvt †gv‡gbyj nK, mv‡eK wmwbqi mn mfvcwZ, evsjv‡`k Jla wkí mwgwZ Ges e¨e¯’vcbv cwiPvjK, †Rbv‡ij
dvg©vwmDwUK¨vjm& wjt|
Rbve Gg †gvQv‡ÏK †nv‡mb, cÖwZwbwa, evsjv‡`k dv‡g©mx KvDwÝj, XvKv|
‡gRi †Rbv‡ij †gvt ‡gv¯ÍvwdRyi ingvb, gnvcwiPvjK, Jla cÖkvmb Awa`ßi, XvKv|

mfvq Av‡jvP¨ welq mg~n wbgœiƒc t
1|

Jla wbqš¿Y KwgwUi 246 Zg mfvi Kvh©weeiYx wbwðZKiY|

2|

Jla wbqš¿Y KwgwUi †UKwbK¨vj mve KwgwUi MZ 05-02-2017 Zvwi‡L AbywôZ mfvi mycvwikmg~n t
2.1 Pseudoephedrine- Gi Avg`vbx ‡ivaK‡í Pseudoephedrine I Gi Kw¤^‡bkb Jla
evwZjKiY cÖm‡½|
2.2 ¯’vbxqfv‡e Drcv`‡bi Rb¨ Av‡ew`Z 52 wU wnDg¨vb Jl‡ai †iwR‡÷ªªk‡bi Aby‡gv`‡bi
mycvwikmg~‡ni wel‡q Av‡jvPbv I wm×všÍ MÖnY cÖm‡½|
2.3 Avg`vbxi Rb¨ Av‡ew`Z 20 wU wnDg¨vb Jl‡ai †iwR‡÷ªªk‡bi Aby‡gv`‡bi mycvwikmg~‡ni wel‡q
Av‡jvPbv I wm×všÍ MÖnY cÖm‡½|
2.4 Avg`vbxi Rb¨ Av‡ew`Z 20 wU †f‡Uwibvix Jl‡ai †iwR‡÷ªªk‡bi Aby‡gv`‡bi mycvwikmg~‡ni
wel‡q Av‡jvPbv I wm×všÍ MÖnY cÖm‡½|

3|

Jla wbqš¿Y KwgwUi ‡gwW‡Kj wWfvB‡mi †UKwbK¨vj mve KwgwUi MZ 15-02-2017 Zvwi‡L AbywôZ
mfvi mycvwikmg~n t
3.1 ¯’vbxqfv‡e Drcv`‡bi Rb¨ Av‡ew`Z 3 wU ‡gwW‡Kj wWfvB‡mi †iwR‡÷ªªk‡bi Aby‡gv`‡bi
mycvwikmg~‡ni wel‡q Av‡jvPbv I wm×všÍ MÖnY cÖm‡½|
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3.2 Avg`vbxi Rb¨ Av‡ew`Z 119 wU ‡gwW‡Kj wWfvB‡mi †iwR‡÷ªªk‡bi Aby‡gv`‡bi mycvwikmg~‡ni
wel‡q Av‡jvPbv I wm×všÍ MÖnY cÖm‡½|
3.3 Avg`vbxi Rb¨ Av‡ew`Z 8 wU AvBwfwW wi‡q‡R›U-Gi †iwR‡÷ªk
ª ‡bi Aby‡gv`‡bi mycvwikmg~‡ni
wel‡q Av‡jvPbv I wm×všÍ MÖnY cÖm‡½|
4|

nve©vj GWfvBRix KwgwUi (Jla wbqš¿Y KwgwUi †UKwbK¨vj mve KwgwU) MZ 09-11-2016 Zvwi‡L
AbywôZ mfvi mycvwikmg~n t
4.1 nve©vj Jl‡ai Rb¨ c~‡e© wba©vwiZ 16(‡lvj)wU eB Gi cvkvcvwk †idv‡iÝ eB wnmv‡e USP-DSC,
Indonesian Herbal Pharmacopoeia, Vietnam Herbal Pharmacopoeia & North Korean
Herbal Pharmacopoeia ‡K AšÍf©~³ KiY cÖm‡½|
4.2 Lmov nve©vj Jl‡ai wbeÜb bxwZgvjv ms‡kvwaZ AvKv‡i Aby‡gv`‡bi mycvwi‡ki wel‡q wm×všÍ MÖnY
cÖm‡½|
4.3 ¯’vbxqfv‡e Drcv`‡bi Rb¨ Av‡ew`Z 29 wU nve©vj Jl‡ai †iwR‡÷ªªk ‡bi Aby‡gv`‡bi
mycvwikmg~‡ni wel‡q Av‡jvPbv I wm×všÍ MÖnY cÖm‡½|

mfvcwZ Dcw¯’Z mKj‡K ¯^vMZ Rvwb‡q mfvi Kvh©µg ïiæ K‡ib| AZtci wZwb m`m¨-mwPe ‡gRi †Rbv‡ij
†gvt ‡gv¯ÍvwdRyi ingvb, gnvcwiPvjK, Jla cÖkvmb Awa`ßi‡K Av‡jvP¨m~Px Abyhvqx welqmg~n Dc¯’vcb Kivi
Rb¨ Aby‡iva K‡ib|
1|

Jla wbqš¿Y KwgwUi 246 Zg mfvi Kvh©weeiYx wbwðZKiY cÖm‡½|
weMZ 18-10-2016 Zvwi‡L AbywôZ Jla wbqš¿Y KwgwUi 246 Zg mfvi Kvh©weeiYx mfvq Dc¯’vcb Kiv
nq| Kvh©weeiYx mwVKfv‡e wjwce× n‡q‡Q e‡j m`m¨MY gZ cÖKvk K‡ib|
mfvq me©m¤§wZµ‡Z 246 Zg mfvi Kvh©weeiYx wbwðZ Kiv nq|

2|

Jla wbqš¿Y KwgwUi †UKwbK¨vj mve KwgwUi MZ 05-02-2017 Zvwi‡L AbywôZ mfvi mycvwikmg~n t

2.1 Pseudoephedrine-Gi Avg`vbx ‡ivaK‡í Pseudoephedrine I Gi Kw¤^‡bkb Jla evwZjKiY
cÖm‡½|
mfvi Av‡jvPbv t
m`m¨-mwPe ‡gRi †Rbv‡ij †gvt ‡gv¯ÍvwdRyi ingvb, gnvcwiPvjK, Jla cÖkvmb Awa`ßi mfv‡K AewnZ
K‡ib †h, gvbbxq cÖavbgš¿xi Kvhv©jq n‡Z 07-08-2016 Zvwi‡Li GK c‡Îi gva¨‡g
Pseudoephedrine e¨envi K‡i Bqvev ev Ab¨ ‡Kvb †bkv RvZxq `ªe¨ ˆZwi Kiv m¤¢e wKbv, †m wel‡q
gv`K`ªe¨ Awa`ß‡ii we‡klÁ, dv‡g©mx we‡klÁ I dvgv©‡KvjRx we‡klÁ‡`i AskMÖn‡Y GKwU KwgwU MVb
K‡i gZvgZ MÖnYc~e©K Zv †cÖiY Kivi Aby‡iva Kiv nq|
GB cwi‡cÖÖwÿ‡Z weMZ 10-08-2013 Zvwi‡L XvKv †gwW‡Kj K‡j‡Ri Aa¨ÿ Aa¨vcK Wvt †gvt BmgvBj
Lvb-‡K AvnevqK K‡i we‡klÁ‡`i mgš^‡q 06(Qq) m`m¨ wewkó GKwU we‡klÁ KwgwU MVb Kiv nq|
D³ KwgwU we¯ÍvwiZ cÖwZ‡e`b cÖ`vb K‡ib Ges gZvgZ cÖ`vb K‡ib †h,
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K|

Pseudoephedrine e¨envi K‡i cÖ¯‘ZK…Z Jla †_‡K Pseudoephedrine †K Avjv`v Kiv hvq|
Pseudoephedrine Gi mv‡_ Ab¨vb¨ mwµq Dcv`vb mgš^‡q Drcvw`Z Jla Fixed Dose
Combination (FDC) n‡ZI Pseudoephedrine Avjv`v Kiv hvq|

L|

Pseudoephedrine n‡Z ivmvqwbK cÖwµqvq gva¨‡g Methamphetamine ‰Zix Kiv hvq, hv
Bqvevi GKwU mwµq Dcv`vb| myZivs Pseudoephedrine e¨envi K‡i Bqvev bvgK †bkv RvZxq
c`v_© Drcv`b Kiv m¤¢e|

Jla cÖkvmb Awa`ßi n‡Z D³ KwgwUi wm×všÍ gvbbxq cÖavbgš¿xi Kvh©vjq‡K AewnZ Kivi ci gvbbxq
cÖavbgš¿xi Kvhv©j‡qi c‡Îi cwi‡cÖwÿ‡Z Pseudoephedrine wgwk‡q wewfbœ Jlamn Bqvev ˆZwii
Awf‡hv‡Mi wel‡q mwPe, ¯^v¯’¨ I cwievi Kj¨vY gš¿Yvj‡qi mfvcwZ‡Z¡ 07-12-2016 Zvwi‡L ¯^v¯’¨ I
cwievi Kj¨vY gš¿Yvj‡q GKwU mfv AbywôZ nq| D³ mfvq Jla wbqš¿Y KwgwUi cieZx© mfvi mycvwi‡ki
gva¨‡g Ges Jla cÖkvmb Awa`ßi I gv`K`ªe¨ wbqš¿Y Awa`ß‡ii †hŠ_ D‡`¨v‡M Pseudoephedrine
Avg`vwb e‡Üi D‡`¨vM MÖnY Kivi wm×všÍ M„nxZ nq|
D³ wm×v‡šÍ Av‡jv‡K Jla wbqš¿Y KwgwUi mfvi 247Zg mfvq Dc¯’vc‡bi wbwg‡Ë †UKwbK¨vj mveKwgwUi mfvq Pseudoephedrine Avg`vwb e‡Üi D‡`¨vM MÖnY Kivi welqwU Dc¯’vcb Kiv nq|
wZwb mfv‡K Av‡iv AewnZ K‡ib †h, evsjv‡`‡k Pseudoephedrine Ges Gi wewfbœ Kw¤^‡bkb U¨ve‡jU
I wmivc AvKv‡i wb¤œiƒc Aby‡gvw`Z Av‡Q :
1.
2.
3.
4.

Pseudoephedrine 60 mg Tablet
Pseudoephedrine Hydrochloride Pelletes
Pseudoephedrine 60 mg + Triprolidine 2.5 mg Tablet
Fexofenadine 60mg + Pseudoephedrine 120 mg ER Tablet

5.

Fexofenadine 60mg + Pseudoephedrine 120 mg Tablet

6.
7.
8.

Loratadine 5mg + Pseudoephedrine Hydrochloride 120 mg Tablet
Loratadine 10mg + Pseudoephedrine Hydrochloride 240 mg Tablet
Desloratadine 2.5mg + Pseudoephedrine 120 mg Tablet

9.

Desloratadine 5mg + Pseudoephedrine 240 mg Tablet

10.

Guaiphenesin 100mg + Pseudoephedrine 30 mg + Triprolidine 1.25 mg/5ml Syrup

11.

Dextromethorphan 10mg + Pseudoephedrine Hydrochloride 30 mg + Triprolidine
Hydrochloride 1.25mg/5 ml Syrup

Pseudoephedrin-Gi Avg`vbx eÜ Ki‡Z n‡j Gme Jl‡ai Drcv`b I †iwR‡÷ªkb evwZ‡ji welqwUI
we‡ePbv Kivi cÖ‡qvRb| †UKwUK¨vj mve-KwgwUi 05 ‡deªæqvix, 2017 Zvwi‡L AbywôZ mfvq GZ`welqwU
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Dc¯’vcb Kiv n‡j, m`m¨MY me©m¤§wZµ‡g Pseudoephedrine-Øviv ˆZwi mKj †Wv‡Rm d‡g©i Jl‡ai
†iwR‡÷ªkb evwZj Kivi mycvwik K‡ib|
Jla wbqš¿Y KwgwUi m`m¨-mwPe Pseudoephedrine-Øviv ˆZwi mKj †Wv‡Rm d‡g©i Jl‡ai †iwR‡÷ªkb
evwZj Kivi ‡UKwbK¨vj mve-KwgwUi mycvwikwU mfvq Dc¯’vcb K‡ib| m`m¨MY G wel‡q we¯ÍvwiZ
Av‡jvPbv K‡i Pseudoephedrine-Gi Ace¨envi †ivaK‡í Gi Avg`vbx e‡Üi wbwg‡Ë
Pseudoephedrine-Øviv ˆZwi mKj †Wv‡Rm d‡g©i Jl‡ai †iwR‡÷ªkb evwZj Kivi c‡ÿ gZ cÖKvk
K‡ib| m`m¨MY Av‡ivI e‡jb †h, BwZg‡a¨ Pseudoephedrine-Øviv cÖ¯‘ZK…Z Jlamg~n evRvi n‡Z
cÖZ¨vnv‡ii Rb¨ wKQzUv mg‡qi cÖ‡qvRb n‡e| ZvB Pseudoephedrine e¨envi K‡i Jla
cÖ¯‘ZKviKMY‡K 03(wZb) gvm mgq †`qv †h‡Z cv‡i, hv‡Z Zuviv Pseudoephedrine-Øviv ˆZwiK…Z
Jla evRvi n‡Z cÖZ¨vnvic~e©K aŸsm Ki‡Z cv‡ib|
mfvq me© m¤§wZµ‡g wb¤œwjwLZ wm×všÍ M„nxZ nq t
K|

Pseudoephedrine- Gi Avg`vbx eÜK‡í Pseudoephedrine-Øviv ˆZwi mKj †Wv‡Rm d‡g©i
Jl‡ai †iwR‡÷ªkb evwZj Kiv nj|

L|

AvMvgx 3(wZb) gv‡mi g‡a¨ evRvi †_‡K Pseudoephedrine-Øviv ˆZwi mKj Jla cÖZ¨vnvi c~e©K
aŸsm K‡i Jla cÖkvmb Awa`ßi‡K AewnZ Ki‡Z n‡e|

M|

Jla cÖkvmb Awa`ßi I gv`K `ªe¨ wbqš¿Y Awa`ßi n‡Z Kv÷gm& KZ…©cÿ‡K PseudoephedrineQvo bv Kivi Rb¨ cÎ ‡cÖiY Ki‡Z n‡e|

N|

Pseudoephedrine-Gi Ace¨envi †iva K‡í gwbUwis-Gi Rb¨ (1) cwiPvjK, Jla cÖkvmb
Awa`ßi, (2) AwZwi³ cwiPvjK, gv`K `ªe¨ wbqš¿Y Awa`ßi, (3) cÖwZwbwa, evsjv‡`k Jla wkí
mwgwZ Ges Wxb, dv‡g©mx Abyl`, XvKv wek¦we`¨vjq mgš^‡q GKwU KwgwU MVb Kivi wm×všÍ M„nxZ
nq| KwgwUi m`m¨e„›` gIRy`K…Z Pseudoephedrine-Gi cwigvb wbb©q I Gi mwVK e¨envi
gwbUwis Ki‡eb|

2.2 ¯’vbxqfv‡e Drcv`‡bi Rb¨ Av‡ew`Z 52(evqvbœ)wU wnDg¨vb Jl‡ai †iwR‡÷ªªk‡bi Aby‡gv`‡bi
mycvwikmg~‡ni wel‡q Av‡jvPbv I wm×všÍ MÖnY cÖm‡½|
¯’vbxq Drcv`‡bi Rb¨ †iwR‡÷ªk ‡bi wbwg‡Ë `vwLjK…Z 52wU bZzb Jla mfvq Dc¯’vcb Kiv n‡j
m`m¨MY KZ©„K Jla¸wji Safety, Efficacy and Usefulness we‡ePbv K‡i we¯ÍvwiZ Av‡jvPbvµ‡g
wb¤œwjwLZ wm×všÍ M„nxZ nq t
K) Aby‡gvw`Z - 19 (Dwbk)wU;
L) ¯’wMZ I ‡idv‡iÝ I Av‡iv Z_¨mn cieZ©x mfvq Av‡e`b `vwLj Kivi Rb¨ ejv nq-08(AvU)wU Ges
M) bvgÄyiK…Z -25(cuwPk)wU; (Annex-A)|
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2.3 Avg`vbxi Rb¨ Av‡ew`Z 20 wU wnDg¨vb Jl‡ai †iwR‡÷ªªk‡bi Aby‡gv`‡bi mycvwikmg~‡ni wel‡q
Av‡jvPbv I wm×všÍ MÖnY cÖm‡½|
Avg`vbxi Rb¨ †iwR‡÷ªk‡bi wbwg‡Ë Av‡ew`Z 20wU bZzb wnDg¨vb Jl‡ai wel‡q mfvq Dcw¯’Z m`m¨MY
KZ©„K we¯ÍvwiZ Av‡jvPbvµ‡g wb¤œwjwLZ wm×všÍ M„nxZ nq t
K) Aby‡gvw`Z - 18wU Ges
L) ¯’wMZ I ‡idv‡iÝ I Av‡iv Z_¨mn cieZ©x mfvq Av‡e`b `vwLj Kivi Rb¨ ejv nq-02wU; (Annex-B)|
2.4 Avg`vbxi Rb¨ Av‡ew`Z 20 wU †f‡Uwibvix Jl‡ai †iwR‡÷ªªk‡bi Aby‡gv`‡bi mycvwikmg~‡ni wel‡q
Av‡jvPbv I wm×všÍ MÖnY cÖm‡½|
Avg`vbxi wbwg‡Ë ‡f‡Uwibvix Jl‡ai †iwR‡÷ªk‡bi Rb¨ Av‡ew`Z 20wU bZzb Jl‡ai wel‡q mfvq
m`m¨MY Jla¸wji Jla wbqš¿Y KwgwUi †UKwbK¨vj mve-KwgwUi mycvwi‡ki Av‡jv‡K we¯ÍvwiZ
Av‡jvPbvµ‡g 20wU Jla Avg`vbx †iwR‡÷ªk‡bi Rb¨ Aby‡gv`b K‡ib (Annex-C)|
3|

Jla wbqš¿Y KwgwUi ‡gwW‡Kj wWfvB‡mi †UKwbK¨vj mve KwgwUi MZ 15-02-2017 Zvwi‡L AbywôZ
mfvi mycvwikmg~n t

3.1 ¯’vbxqfv‡e Drcv`‡bi Rb¨ Av‡ew`Z 3 wU ‡gwW‡Kj wWfvB‡mi †iwR‡÷ªªk ‡bi Aby‡gv`‡bi mycvwikmg~‡ni
wel‡q Av‡jvPbv I wm×všÍ MÖnY cÖm‡½|
¯’vbxq Drcv`‡bi wbwg‡Ë bZzb ‡gwW‡Kj wWfvBm †iwR‡÷ªk‡bi Rb¨ `vwLjK…Z 03(wZb)wU †gwW‡Kj
wWfvBm mfvq Dc¯’vcb Kiv n‡j m`m¨MY KZ©„K wWfvBm¸wji Safety, Efficacy and Performance
g~j¨vqb K‡i we¯ÍvwiZ Av‡jvPbvµ‡g wb¤œwjwLZ wm×všÍ M„nxZ nq t
K)
L)

JMI Alcohol prer pads bvgxq ‡gwW‡Kj wWfvBmwU Aby‡gv`b Kiv nq Ges
JMI Sterile Disposable Scalpel Ges JMI Sononned (Atraumitic Needle for
peripheral nerve block) bvgxq ‡gwW‡Kj wWfvBm `yÕwUi wb¤œ wjwLZ kZ©mv‡c‡ÿ Aby‡gv`b Kiv nqt
(1) ‡iwR‡óªk‡bi c~‡e© †mdwU WvUv `vwLj Ki‡Z n‡e Ges
(2) †iwR‡÷ªk‡bi c~‡e© ey‡qU KZ©„K mvwU©wd‡KU MÖnY Ki‡Z n‡e; (Annex-D)|

3.2 Avg`vbxi Rb¨ Av‡ew`Z 119 wU ‡gwW‡Kj wWfvB‡mi †iwR‡÷ªªk‡bi Aby‡gv`‡bi mycvwikmg~‡ni wel‡q
Av‡jvPbv I wm×všÍ MÖnY cÖm‡½|
Avg`vbxi Rb¨ Av‡ew`Z 119(GKkZ Dwbk)wU †gwW‡Kj wWfvBm mfvq Dc¯’vcb Kiv n‡j Dcw¯’Z
m`m¨MY KZ©„K cÖwZwU ‡gwW‡Kj wWfvB‡mi wbivcËv, Kvh©KvixZv I e¨envi Dc‡hvwMZvi (Safety,
Efficacy and Usefulness) Av‡jv‡K we¯ÍvwiZ Av‡jvPbvc~e©K wb¤œwjwLZ wm×všÍ M„nxZ nq t
K) Aby‡gvw`Z - 114(GKkZ †PŠÏ)wU,
L) ¯’wMZ I ‡mdwU WvU `vwLj Kivi Rb¨ ejv nq-01wU Ges
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M) ‡iwR‡óªk b MvBWjvBb Abyhvqx cÖ‡qvRbxq WKz‡g›U `vwLj Ki‡Z ejv nq-4wU; (Annex-E)|

3.3 Avg`vbxi Rb¨ Av‡ew`Z 8 wU AvBwfwW wi‡q‡R›U-Gi †iwR‡÷ªªk‡bi Aby‡gv`‡bi mycvwikmg~‡ni wel‡q
Av‡jvPbv I wm×všÍ MÖnY cÖm‡½|
Avg`vbxi Rb¨ Av‡ew`Z 08(AvU)wU AvB,wf,wW, wi‡q‡R‡›Ui Av‡e`b mfvq Dc¯’vcb Kiv n‡j Dcw¯’Z
m`m¨MY KZ©„K cÖwZwU AvB,wf,wW, wi‡q‡R‡›Ui wbivcËv, Kvh©KvixZv I e¨envi Dc‡hvwMZvi (Safety,
Efficacy and usefullness) Av‡jv‡K we¯ÍvwiZ Av‡jvPbvc~e©K wb¤œwjwLZ wm×všÍ M„nxZ nq t
K) Aby‡gvw`Z-05(cuvP) wU Ges
L) ‡iwR‡óªk b MvBWjvBb Abyhvqx cÖ‡qvRbxq WKz‡g›U `vwLj Ki‡Z ejv nq-03wU; (Annex-F)|
4|

nve©vj GWfvBRix KwgwUi (Jla wbqš¿Y KwgwUi †UKwbK¨vj mve KwgwU) MZ 09-11-2016 Zvwi‡L
AbywôZ mfvi mycvwikmg~n t

4.1 nve©vj Jl‡ai Rb¨ c~‡e© wba©vwiZ 16 (‡lvj) wU eB Gi cvkvcvwk †idv‡iÝ eB wnmv‡e USP-DSC,
Indonesian Herbal Pharmacopoeia, Vietnam Herbal Pharmacopoeia & North Korean
Herbal Pharmacopoeia-‡K AšÍf³
©~ KiY cÖm‡½|
mfvi Av‡jvPbv I wm×všÍ t
mfvq m`m¨ mwPe e‡jb †h, nve©vj Jla GWfvBRix KwgwU Gi 13(‡Zi)Zg mfvq 16(‡lvj)wU
Reference eB wnmv‡e wba©viY Kiv nq| D³ 16(‡lvj)wU Reference eB Gi cvkvcvwk USP-DSC,
Indonesian Herbal Pharmacopoeia, Vietnam Herbal Pharmacopoeia & North
Korean Herbal Pharmacopoeia ‡KI Reference eB wnmv‡e ms‡hvRb Kwievi Rb¨ cÖwZwbwa,
miKvwi BDbvbx I Avqy‡e©w`K †gwW‡Kj K‡jR I nvmcvZvj Ges cÖwZwbwa, evsjv‡`k nve©vj †cÖvWv±
g¨vbyd¨vKPvivm© G‡mvwm‡qkb cÖ¯Íve K‡ib| D³ cÖ¯Ív‡ei Dci m`m¨MY we¯ÍvwiZ Av‡jvPbv K‡i nve©vj
Jl‡ai Rb¨ c~‡e© wba©vwiZ 16(‡lvj)wU eB Gi cvkvcvwk USP-DSC, Indonesian Herbal
Pharmacopoeia, Vietnam Herbal Pharmacopoeia & North Korean Herbal
Pharmacopoeia ‡KI Reference eB wnmv‡e wbe©vwPZ Kivi Rb¨ GKgZ †cvlY K‡ib| D³
Reference eBmg~n nve©vj Jla Drcv`b I gvb-wbqš¿‡bi Rb¨ Abym„Z n‡e|
4.2

Lmov nve©vj Jl‡ai wbeÜb bxwZgvjv ms‡kvwaZ AvKv‡i Aby‡gv`‡bi mycvwi‡ki wel‡q wm×všÍ MÖnY
cÖm‡½|
mfvi Av‡jvPbv I wm×všÍ t
Lmov nve©vj Jl‡ai wbeÜb bxwZgvjv Aby‡gv`‡bi wbwg‡Ë ¯^v¯’¨ I cwievi Kj¨vY gš¿Yvj‡q †cÖiY
Ki‡Z n‡e|

cvZv - 6/7

4.3 ¯’vbxqfv‡e Drcv`‡bi Rb¨ Av‡ew`Z 29 wU nve©vj Jl‡ai †iwR‡÷ªªk ‡bi Aby‡gv`‡bi mycvwikmg~‡ni
wel‡q Av‡jvPbv I wm×všÍ MÖnY cÖm‡½|
mfvi Av‡jvPbv I wm×všÍ t
bZzb 29 (DbwÎk)wU nve©vj Jl‡ai †iwR‡óªkb Aby‡gv`‡b wel‡q mfvq Dc¯’vcb Kiv n‡j Dcw¯’Z
m`m¨MY KZ…©K we¯ÍvwiZ Av‡jvPvbµ‡g wb¤œwjwLZ wm×všÍ M„nxZ nq t
K) Aby‡gvw`Z - 14 (‡PŠÏ) wU Ges
L) bvgÄyiK…Z - 15 (c‡bi) wU; (Annex-G)|
Ab¨ †Kvb Av‡jvP¨ welq bv _vKvq mfvcwZ g‡nv`q Dcw¯’Z mKj‡K ab¨ev` Ávcb K‡i mfvi mgvwß
†NvlYv K‡ib|

‡gRi †Rbv‡ij †gvt ‡gv¯ÍvwdRyi ingvb
gnvcwiPvjK
Jla cÖkvmb Awa`ßi
I
m`m¨-mwPe
Jla wbqš¿Y KwgwU|

‡gvt wmivRyj Bmjvg
mwPe
¯^v¯’¨ I cwievi Kj¨vY gš¿Yvjq
I
mfvcwZ
Jla wbqš¿Y KwgwU|
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Annex-A: Proposed Product for locally manufacture (Human)
bs

cÖ¯‘ZKvi‡K
bvg

1.

Mundipharma
(Bangladesh)
Private Limited.
Mirzapur,JL#08,
Gazipur Sadar,
Gazipur,
Bangladesh

Jl‡ai bvg

‡R‡bwiK bvg

‡_ivwcDwUK
K¬vm

wb‡`©kbv

Contra-indication &
Side-effect

Status
(New
Molecule/
Existing)

Acbrophylline INN
100 mg Capsules

Acbrophylline INN 100
mg Capsules

Antiasthmatic

Acebrophylline is indicated in the
symptomatic treatment of acute and
chronic disease of respiratory system
characterized by mucus hyper-secretion
including acute bronchitis, chronic
bronchitis, chronic obstructive pulmonary
disease, asthma like bronchitis and
pulmonary emphysema.

Contraindications:
Acebrophylline is
contraindicated in patients with hypersensitivity
to xanthine derivatives like Theophylline or to
ambroxol.

New

cÖ‡qvRbxq
‡idv‡iÝ Ges
Therapeutic
benefit
D‡jøLc~e©K Av‡iv
Z_¨vw` `vwLj
Kivi Rb¨ ejv
†h‡Z cv‡i|

cÖ‡qvRbxq
‡idv‡iÝ Ges
Therapeutic
benefit
D‡jøLc~e©K
Av‡iv Z_¨vw`
`vwLj Kivi
Rb¨ ejv nj|

New

cÖ‡qvRbxq
‡idv‡iÝ
Ges
Therapeutic
benefit
D‡jøLc~e©K Av‡iv
Z_¨vw`
`vwLj
Kivi Rb¨ ejv
†h‡Z cv‡i|

cÖ‡qvRbxq
‡idv‡iÝ Ges
Therapeutic
benefit
D‡jøLc~e©K
Av‡iv Z_¨vw`
`vwLj Kivi
Rb¨ ejv nj|

Acebrophylline is administered at a
recommended dose of 1 tablet once daily.

2.

Mundipharma
(Bangladesh)
Private Limited.
Mirzapur,JL#08,
Gazipur Sadar,
Gazipur,
Bangladesh

Acbrophylline INN
200
mg
CR
tablets

Acbrophylline INN 200
mg tablets

Antiasthmatic

Acebrophylline is indicated in the
symptomatic treatment of acute and
chronic disease of respiratory system
characterized by mucus hyper-secretion
including acute bronchitis, chronic
bronchitis, chronic obstructive pulmonary
disease, asthma like bronchitis and
pulmonary emphysema.
Acebrophylline is administered at a
recommended dose of 1 tablet once daily.

8|Page

Side effect: Commonly reported adverse
effects with Acebrophylline include abdominal
discomfort, stomach/abdominal distension,
vomiting,
abdominal
pain,
diarrhea,
constipation, heart burn, loss of appetite,
esophageal bleeding, rashes, urticaria, itching,
drowsiness, difficulty in breathing, leukocytosis
and nasal inflammation. If chills and fever
occur the drug should be immediately
discontinued.
Contraindications:
Acebrophylline is
contraindicated in patients with hypersensitivity
to xanthine derivatives like Theophylline or to
ambroxol.
Side effect: Commonly reported adverse
effects with Acebrophylline include abdominal
discomfort, stomach/abdominal distension,
vomiting,
abdominal
pain,
diarrhea,
constipation, heart burn, loss of appetite,
esophageal bleeding, rashes, urticaria, itching,
drowsiness, difficulty in breathing, leukocytosis
and nasal inflammation. If chills and fever
occur the drug should be immediately
discontinued.

Av‡e`bKvix
KZ©„K

‡UKwbK¨vj
mve KwgwUi
USFDA/BNF mfvi wm×všÍ

mfvi wm×všÍ

/ MHRA Ref.

নং

3.

4.

তকারেকর
নাম

ঔষেধর নাম

জেনিরক নাম

‡_ivwcDwUK
K¬vm

িনেদশনা

Contra-indication &
Side-effect

Mundipharma
(Bangladesh)
Private Limited.
Mirzapur,JL#08,
Gazipur Sadar,
Gazipur,
Bangladesh

Doxophylline
400mg CR Tablet

Doxophylline INN 400
mg

Antiasthmatic

For the treatment of Chronic Obstructive
Pulmonary Disease (COPD), bronchial
asthma and pulmonary disease with spastic
bronchial component.

Navana
Pharmaceutical
s Ltd.

Seratrodast 40 mg
Tablet

Contraindications: Hypersensitivity to any
ingredient in the product or to other
methylxanthines.
Patients
with
acute
myocardial infarction, hypotension, and in
breastfeeding women.
Side effects: After xanthine administration,
nausea, vomiting, epigastric pain, cephalalgia,
irritability, insomnia, tachycardia, extrasystole,
tachypnea, and occasionally hyperglycemia
and albuminuria, may occur. If a potential oral
overdose is established, the patient may
present with severe arrhythmias and seizure;
these symptoms could be the first sign of
intoxication. Adverse reactions may cause the
withdrawal from treatment; a lower dose
rechallenge may start only after the advice of
physician.
Contraindications:
Hypersensitivity
to
seratrodast or any of the ingredients. Patients
with hepatic failure.
Side effects: Adverse reactions are generally
rare, but if present, range from mild to
moderate in severity. Generally, rash, inching
(hypersensitivity); elevated liver enzymes
(hepatic); nausea, loss of
appetite, stomach discomfort, abdominal pain,
diarrhea, dry mout, anemia, drowsiness,
headache,and palpitations, malaise observed

9|Page

The initial day dosage for adult is 1 tablet,
two to three times in a day. For Elderly
Patients the daily dosage half of the tablets,
two to three times in a day or as prescribed
by the Physician

Seratrodast INN 40 mg

Antiasthmatic
agent

Is indicated in adults (18 years and above)
for the prophylactic management of
asthma. It also effective in the treatment of
allergic rhinitis and COPD.

mfvi wm×všÍ
আেবদনকারী ‡UKwbK¨vj mve
KwgwUi
mfvi
দ
wm×všÍ
USFDA/BNF/
MHRA Ref.
Aby‡gv`b
Kiv Aby‡gv`b Kiv
200mg, 400mg
Tablet;
†h‡Z cv‡i|
nj|

Status
(New
Molecule/
Existing)

100 mg/5 ml
Syrup

New

cÖ‡qvRbxq
‡idv‡iÝ
Ges
Therapeutic
benifit
D‡jøLc~e©K Av‡iv
Z_¨vw`
`vwLj
Kivi Rb¨ ejv
†h‡Z cv‡i|

cÖ‡qvRbxq
‡idv‡iÝ Ges
Therapeutic
benifit
D‡jøLc~e©K
Av‡iv Z_¨vw`
`vwLj Kivi
Rb¨ ejv nj|

নং

তকারেকর
নাম

ঔষেধর নাম

জেনিরক নাম

5.

Navana
Pharmaceutical
s Ltd.

Seratrodast 80 mg
Tablet

Seratrodast INN 80 mg

6.

Acme

Ceftaroline
Fosamil
400
mg/Vial Powder
for IV Injection

Ceftaroline
Fosamil
monoacetate
monohydrate with LArginine (Sterile) INN
742.500 mg eq. to
Ceftaroline
Fosamil
400mg/Vial

Laboratories
Ltd., Dhamrai,
Dhaka

10 | P a g e

‡_ivwcDwUK
K¬vm

িনেদশনা

Contra-indication &
Side-effect

Status
(New
Molecule/
Existing)

Antiasthmatic
agent

Is indicated in adults (18 years and above)
for the prophylactic management of
asthma. It also effective in the treatment of
allergic rhinitis and COPD.

New

Antibiotic

Acute Bacterial Skin And Skin Structure Infections
Ceftaroline Fosamil 400 mg IV Injection is
indicated for the treatment of acute bacterial
skin and skin structure infections (ABSSSI)
caused by susceptible isolates of the following
Gram-positive
and Gramnegative microorganisms: Staphylococcus
aureus (including methicillin-susceptible and resistant isolates), Streptococcus pyogenes,
Streptococcus agalactiae, Escherichia coli,
Klebsiella pneumoniae, and Klebsiella oxytoca.
Community-Acquired Bacterial Pneumonia
Ceftaroline Fosamil 400 mg IV Injection is
indicated for the treatment of communityacquired bacterial pneumonia (CABP) caused
by susceptible isolates of the following Grampositive and
Gram-negative
microorganisms: Streptococcus pneumoniae
(including
cases
with
concurrent
bacteremia), Staphylococcus aureus(methicillinsusceptible
isolates
only), Haemophilus
influenzae, Klebsiella pneumoniae, Klebsiella
oxytoca, and Escherichia coli.

Contra-indications:
Hypersensitivity
to
seratrodast or any of the ingredients. Patients
with hepatic failure.
Side effects: Adverse reactions are generally
rare, but if present, range form mild to
moderate in severity. Generally, rash, inching
(hypersensitivity); elevated liver enzymes
(hepatic); nausea, loss of
appetite, stomach discomfort, abdominal pain,
diarrhea, dry mout, anemia, drowsiness,
headache,and palpitations, malaise observed
Contraindication: Ceftaroline Fosamil is
contraindicated in patients with known serious
hypersensitivity to Ceftaroline
or other
members
of
the
cephalosporin
class. Anaphylaxis and anaphylactoid reactions
have been reported with Ceftaroline.
Side effects: Local injection site reactions,
rash, pruritus, urticaria, abdominal pain,
nausea,
vomiting,
diarrhoea,
pseudomembranous
colitis.
Rarely
Hypersensitivity Reactions, Clostridium difficileAssociated diarrhea, Direct Coombs' Test
Seroconversion,

New

আেবদনকারী ‡UKwbK¨vj
mve KwgwUi
দ
mfvi wm×všÍ
USFDA/BNF/
MHRA Ref.
cÖ‡qvRbxq
‡idv‡iÝ Ges
Therapeuti
c
benifit
D‡jøLc~e©K
Av‡iv Z_¨vw`
`vwLj Kivi
Rb¨
ejv
†h‡Z cv‡i|
USFDA

Aby‡gv`b Kiv
†h‡Z cv‡i|

mfvi wm×všÍ

cÖ‡qvRbxq
‡idv‡iÝ Ges
Therapeutic
benifit
D‡jøLc~e©K
Av‡iv Z_¨vw`
`vwLj
Kivi
Rb¨ ejv nj|

Aby‡gv`b Kiv
nj|

নং

7.

তকারেকর
নাম

Acme
Laboratories
Ltd., Dhamrai,
Dhaka
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ঔষেধর নাম

জেনিরক নাম

‡_ivwcDwUK
K¬vm

িনেদশনা

Contra-indication &
Side-effect

Status
(New
Molecule/
Existing)

Ceftaroline
Fosamil
600
mg/Vial Powder
for IV Injection

Ceftaroline
Fosamil
monoacetate
monohydrate with LArginine (Sterile) INN
1114 mg eq.
to
Ceftaroline
Fosamil
600mg/Vial

Antibiotic

Acute Bacterial Skin And Skin Structure
Infections Ceftaroline Fosamil 600 mg IV
Injection is indicated for the treatment of
acute bacterial skin and skin structure
infections (ABSSSI) caused by susceptible
isolates of the following Gram-positive
and Gramnegative microorganisms: Staphylococcus
aureus (including methicillin-susceptible
and -resistant isolates), Streptococcus
pyogenes, Streptococcus agalactiae,
Escherichia
coli,
Klebsiella
pneumoniae, and Klebsiella oxytoca.
Community-Acquired Bacterial Pneumonia
Ceftaroline Fosamil 600 mg IV Injection is
indicated for the treatment of communityacquired bacterial pneumonia (CABP)
caused by susceptible isolates of the
following Gram-positive and Gram-negative
microorganisms: Streptococcus
pneumoniae (including cases with
concurrent bacteremia), Staphylococcus
aureus(methicillin-susceptible
isolates
only), Haemophilus influenzae, Klebsiella
pneumoniae,
Klebsiella
oxytoca, and Escherichia coli.

Contraindication: Ceftaroline Fosamil is
contraindicated in patients with known serious
hypersensitivity to Ceftaroline
or other
members
of
the
cephalosporin
class. Anaphylaxis and anaphylactoid reactions
have been reported with Ceftaroline.

New

Side effects: Local injection site reactions,
rash, pruritus, urticaria, abdominal pain,
nausea,
vomiting,
diarrhoea,
pseudomembranous
colitis.
Rarely
Hypersensitivity Reactions ,Clostridium difficileAssociated diarrhea, Direct Coombs' Test
Seroconversion,

আেবদনকারী ‡UKwbK¨vj
mve KwgwUi
দ
mfvi wm×všÍ
USFDA/BNF/
MHRA Ref.
Aby‡gv`b Kiv
USFDA
†h‡Z cv‡i|

mfvi
wm×všÍ

Aby‡gv`b
Kiv nj|

নং

তকারেকর
নাম

ঔষেধর নাম

জেনিরক নাম

‡_ivwcDwUK
K¬vm

িনেদশনা

Contra-indication &
Side-effect

Status
(New
Molecule/
Existing)

Contraindication: Moxifloxacin
ophthalmic ointment is contraindicated in
patients with a history of hypersensitivity to
moxifloxacin, to other quinolones, or to any of
the components in this medication.
Side effects: The most frequently reported
Ocular adverse events were conjunctivitis,
decreased visual acuity, dry eye, keratitis,
ocular discomfort, ocular hyperemia, ocular
pain,
ocular
pruritus,
subconjunctival
hemorrhage,
and tearing.
Contraindication: Contraindicated in patients
with known allergy to thecephalosporin group of
antibiotics.
Side effect: Generally well tolerated. The most
commonly reported side effects are
gastrointestinal
disturbances
and
hypersensitivity. Side effects including nausea,
vomiting, 12diarrhea, dyspepsia, abdominal
discomfort, fever, dizziness, headache,
arthralgia may also occur.

400mg Tablet
0.5g/100 Eye
Drop
0.16% IV
Infusion

8.

Aristopharma
Ltd, ShampurKadamtali I/A,
Dhaka-1204

Moxifloxacin
0.50gm/100g
Sterile
Eye
Ointment

Moxifloxacin HCl
0.5454gm
eq.
Moxifloxacin
0.50gm/100gm

BP
to

Antibiotic

Moxifloxacin is a broad-spectrum antibiotic
that is active against both Gram-positive
and Gram –negative bacteria. It functions
by inhibiting DNA
gyrase, a type II topoisomerase, and
opoisomerase IV enzymes necessary to
separate bacteria
DNA, thereby inhibiting cell replication. It is
indicated for the treatment of ocular
bacteria
infection.

9.

Square
Pharmaceutical
s Ltd., (Dhaka
Unit) Kaliakoir,
Gazipur

Cefadroxil
1000mg Tablet

Cefadroxil Monohydrate
USP 1049.50mg eq. to
1000mg
Cefadroxil
Tablet

Antibiotic

Indicated for the treatment of patients with
infection caused by susceptible strains of
the designated organisms in the following
diseases:
 Urinary tract infections caused by E. coli,
P. mirabilis, and Klebsiella species. Skin
 skin structure infections caused by
staphylococci
and/or
streptococci.
Pharyngitis and/or tonsillitis caused by
Streptococcus pyogenes (Group A betahemolytic streptococci).

12 | P a g e

250mg, 500mg
Capsule
125 mg/5 ml
PFS
250 mg/5 ml
PFS

আেবদনকারী ‡UKwbK¨vj
mve KwgwUi
দ
mfvi wm×všÍ
USFDA/BNF/
MHRA Ref.
Aby‡gv`b Kiv
Vietnam,
Myanmar,
†h‡Z cv‡i|
India, Sri
Lanka.

USFDA

Aby‡gv`b Kiv
†h‡Z cv‡i|

mfvi
wm×všÍ

Aby‡gv`b
Kiv nj|

Aby‡gv`b
Kiv nj|

নং

তকারেকর
নাম

10. Acme
Laboratories

ঔষেধর নাম

জেনিরক নাম

‡_ivwcDwUK
K¬vm

িনেদশনা

Contra-indication &
Side-effect

Status
(New
Molecule/
Existing)

Ciprofloxacin 500
mg
+
Metronidazole 300
mg Tablet

Ciprofloxacin
Hydrochloride
USP
582.20 mg eq. to 500mg
Ciprofloxacin
+
Metronidazole BP 300
mg

Antibiotic &
Antiprotozoal

Contraindication: Contraindicated to patients
with known hypersensitivity to Ciprofloxacin and
Metronidazole or any other components of the
products.

Ciprofloxacin
250, 500 mg
tablet &
Metronidazole
200, 400 mg
tablet

Doxylamine Succinate
USP 20 mg + Pyridoxine
Hydrochloride BP 20 mg

Anticholinergi
c + Vitamin

Ciprofloxacin
and
Metronidazole
combination is indicated for the treatment of
mild to moderate Diverticulitis. Ciprofloxacin
is an antibiotic that works to kill bacteria and
Metronidazole kills protozoans as well as
bacterias, especially anaerobic bacteria. In
diverticulitis, it is possible to have both
bacteria and protozoans in the digestive
tract. Diverticulitis can be classified as mild,
moderate, or severe. Treatment is based on
clinical findings and the results of imaging
studies. The mainstay of treatment includes
antibiotic therapy, bowel rest, and
analgesia. In mild to moderate diverticulitis,
localized symptoms are present without
evidence of perforation, abscess, or
significant comorbidity. Patients can be
managed on an outpatient basis with close
follow-up. Treatment also includes a clear
liquid diet for 3-5 day. Severe diverticulitis
may include focal or generalized peritonitis,
peridiverticular abscess, and systemic signs
of sepsis. Inpatient treatment is
recommended; surgical intervention may be
required.
It is a fixed dose combination drug product
of doxylamine succinate, an antihistamine,
and pyridoxine hydrochloride, a Vitamin B6
analog, indicated for the treatment of
nausea and vomiting of pregnancy in
women who do not respond to conservative
management.

Ltd., Dhamrai,
Dhaka

11. Aristopharma
Ltd, ShampurKadamtali I/A,
Dhaka-1204
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Doxylamine
Succinate 20 mg +
Pyridoxine
Hydrochloride
20mg
Extended Release
Tablet

Side effects: Common side effects may include
nausea, vomiting, loss of appetite, a metallic
taste, diarrhea, dizziness, headaches, and
discolored urine (dark or reddish brown).
Another side effect of long-term use is tingling
of the hands and feet, which may persist even
after the drug is discontinued.

Contraindications: Known hypersensitivity to
doxylamine succinate, other ethanolamine
derivative
antihistamines,
pyridoxine
hydrochloride or any inactive ingredient in the
formulation Monoamine oxidase (MAO)
inhibitors.
Side effects: The most common adverse
reaction with this tablet (≥5 percent and
exceeding the rate in placebo) is somnolence.

Doxylamine
Succinate
10mg+
Pyridoxine HCl
10mg Delayed
Release Tablet

আেবদনকারী ‡UKwbK¨vj
mve KwgwUi
দ
mfvi wm×všÍ
USFDA/BNF/
MHRA Ref.

USFDA

mfvi
wm×všÍ

cÖ‡qvRb ‡bB
weavq Av‡e`b
bv gÄyi Kiv
†h‡Z cv‡i|

cÖ‡qvRb ‡bB
weavq
Av‡e`b bv
gÄyi
Kiv
nj|

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b
Kiv nj|

নং

তকারেকর
নাম

12. Aristopharma
Ltd, ShampurKadamtali I/A,
Dhaka-1204

ঔষেধর নাম

Empagliflozin 25
mg Film Coated
Tablet

13. Popular
Gliclazide 80mg +
Pharmaceuticals Metformin
Limited
Hydrochloride
500mg
Film
Coated Tablet

14 | P a g e

জেনিরক নাম

‡_ivwcDwUK
K¬vm

িনেদশনা

Contra-indication &
Side-effect

Status
(New
Molecule/
Existing)

Empagliflozin INN 25 mg

Antidiabetic

It is indicated as an adjunct to diet and
exercise to improve glycemic control in
adults with type 2 diabetes mellitus.
Limitation of use: It is not recommended
for patients with type 1 diabetes or for the
treatment of diabetic ketoacidosis.

New

Gliclazide BP 80mg +
Metformin Hydrochloride
BP 500mg

Antidiabetic

It is indicated as anadjunct to diet and
exercise to improve glycemic control in
adults with type 2diabetes mellitus.

Contraindications:
• History of serious hypersensitivity reaction to
empagliflozin.
• Severe renal impairment, end-stage renal
disease, or dialysis.
Side effects: The most common adverse
reactions associated with empagliflozin were
urinary tract
infections and female genital mycotic infections.
Contraindications: Type-1 diabetes mellitus,
renal or hepatic failure, alcoholism, type-2
diabetes complicated by severe ketosis and
acidosis, diabetic precoma and coma, patients
undergoing surgery, after severe trauma or
during infections, chronic obstructive pulmonary
disease, coronary heart disease, cardiac failure,
peripheral
vascular
disease,
known
hypersensitivity to any of the ingredients.
Side effects:
Gastrointestinal disturbances - Nausea,
diarrhea, gastric pain, constipation, vomiting,
metallic taste in mouth.
Dermatological effects - Rash, pruritus,
urticaria, erythema and flushing.
Miscellaneous - Headache and dizziness.
Gliclazide appears to be associated with a low
incidence of hypoglycaemia. Impaired
gastrointestinal absorption of vitamin B12 and
folic acid has been associated with long term
Metformin therapy.

mfvi wm×všÍ
আেবদনকারী ‡UKwbK¨vj
mve
KwgwUi
দ
mfvi wm×všÍ
USFDA/BNF/
MHRA Ref.
cÖ‡qvRb ‡bB cÖ‡qvRb ‡bB
USFDA
weavq Av‡e`b weavq Av‡e`b
bvgÄyi
Kiv bvgÄyi Kiv
†h‡Z cv‡i|
nj|

cÖ‡qvRb ‡bB
weavq Av‡e`b
bvgÄyi
Kiv
†h‡Z cv‡i|

cÖ‡qvRb ‡bB
weavq Av‡e`b
bvgÄyi Kiv
nj|

নং

তকারেকর
নাম

14. Square
Formulations
Ltd.,
Gorai,
Tangail

15. Square
Pharmaceutical
s Ltd., Pabna
Unit, Salgaria,
Pabna

ঔষেধর নাম

জেনিরক নাম

‡_ivwcDwUK
K¬vm

িনেদশনা

Contra-indication &
Side-effect

Status
(New
Molecule/
Existing)

Metformin
HCl
1000mg
+
Canagliflozin
50mg Extended
Release Tablet

Metformin Hydrochloride
BP
1000mg
+
Canagliflozin INN 50mg

Antidiabetic

This is a sodium-glucose co-transporter 2
(SGLT2)
inhibitor
and
biguanide
combination product indicated as an adjunct
to diet and exercise to improve glycemic
control in adults with type 2 diabetes
mellitus when treatment with both
canagliflozin and metformin is appropriate

Contraindications: Moderate to severe renal
impairment (eGFR below 45 mL/min/1.73 m2),

Metformin
Hydrochloride
BP 1000mg
Tablet

Metformin
Hydrochloride
1000mg
Canagliflozin
50mg Tablet

+

Metformin Hydrochloride
BP 1000mg
+
Canagliflozin INN 50mg
Tablet

Antidiabetic

This is a sodium-glucose co-transporter 2
(SGLT2)
inhibitor
and
biguanide
combination product indicated as an adjunct
to diet and exercise to improve glycemic
control in adults with type 2 diabetes
mellitus when treatment with both
canagliflozin and metformin is appropriate

end stage renal disease or dialysis. Metabolic
acidosis, including diabetic ketoacidosis History
of serious hypersensitivity reaction to
canagliflozin or metformin
Adverse Effect: Most common adverse
reactions associated with canagliflozin (5% or
greater incidence): female genital mycotic
infections, urinary tract infection, and increased
urination
Most common adverse reactions associated
with metformin (5% or greater incidence) are
diarrhea, nausea, vomiting, flatulence, asthenia,
indigestion, abdominal discomfort, and
headache
Contraindications: Moderate to severe renal
impairment (eGFR below 45 mL/min/1.73 m2),
end stage renal disease or dialysis. Metabolic
acidosis, including diabetic ketoacidosis History
of serious hypersensitivity reaction to
canagliflozin or metformin
Adverse Effect: Most common adverse
reactions associated with canagliflozin (5% or
greater incidence): female genital mycotic
infections, urinary tract infection, and increased
urination
Most common adverse reactions associated
with metformin (5% or greater incidence) are
diarrhea, nausea, vomiting, flatulence, asthenia,
indigestion, abdominal discomfort, and
headache

15 | P a g e

আেবদনকারী ‡UKwbK¨vj
mve KwgwUi
দ
mfvi wm×všÍ
USFDA/BNF/
MHRA Ref.
cÖ‡qvRb ‡bB
USFDA

weavq Av‡e`b
bvgÄyi
Kiv
†h‡Z cv‡i|

mfvi
wm×všÍ

cÖ‡qvRb ‡bB
weavq
Av‡e`b
bvgÄyi Kiv
nj|

Canagliflozin
100mg Tablet

Metformin
Hydrochloride
BP 1000mg
Tablet
Canagliflozin
100mg Tablet

USFDA

cÖ‡qvRb ‡bB
weavq Av‡e`b
bvgÄyi
Kiv
†h‡Z cv‡i|

cÖ‡qvRb ‡bB
weavq
Av‡e`b
bvgÄyi Kiv
nj|

নং

তকারেকর
নাম

ঔষেধর নাম

জেনিরক নাম

িনেদশনা

Contra-indication &
Side-effect

Status
(New
Molecule/
Existing)

Antiemetic

Contraindications: It is contraindicated in
patients
 with a sensitivity to dronabinol or alcohol
 with a history of hypersensitivity of reaction to
alcohol
 who are receiving disulfiram or metronidazole
in past 14 days.

New

0.5mg, 1 mg,
2mg Tablet &
1mg/ml,
2.5mg/ml
pediatric drops

USFDA
(Discontinue
d)

cÖ‡qvRb ‡bB
weavq Av‡e`b
bvgÄyi
Kiv
†h‡Z cv‡i|

cÖ‡qvRb ‡bB
weavq
Av‡e`b
bvgÄyi Kiv
nj|

0.5mg, 1 mg,
2mg Tablet &
1mg/ml,
2.5mg/ml
pediatric drops
0.5mg, 1 mg,
2mg Tablet &
1mg/ml,
2.5mg/ml
pediatric drops
0.5mg, 1 mg,
2mg Tablet &
1mg/ml,
2.5mg/ml
pediatric drops

USFDA

cÖ‡qvRb ‡bB
weavq Av‡e`b
bvgÄyi
Kiv
†h‡Z cv‡i|

cÖ‡qvRb ‡bB
weavq
Av‡e`b
bvgÄyi Kiv
nj|

USFDA

cÖ‡qvRb ‡bB
weavq Av‡e`b
bvgÄyi
Kiv
†h‡Z cv‡i|

cÖ‡qvRb ‡bB
weavq
Av‡e`b
bvgÄyi Kiv
nj|

USFDA

cÖ‡qvRb ‡bB
weavq Av‡e`b
bvgÄyi
Kiv
†h‡Z cv‡i|

cÖ‡qvRb ‡bB
weavq
Av‡e`b
bvgÄyi Kiv
nj|

16. Square
Pharmaceutical
s Ltd., Pabna
Unit, Salgaria,
Pabna

Dronabinol
0.50gm/100ml
Oral soluton

Dronabinol
0.5gm/100ml

17. Navana
Pharmaceutical
s Ltd.

Clonazepam
0.25mg
Orally
Disintegrating
Tablet

Clonazepam 0.25 mg

Antiepileptic

It is indicated in adults for the treatment of
 chemotherapy induced nausea and
vomiting
associated
with
cancer
chemotherapy in patients who have failed to
respond adequately to conventional
antiemetic treatments and
 anorexia associated with weight loss in
patients with Acquired Immune Deficiency
Syndrome (AIDS).
Seizure Disorder & Panic Disorder

18. Navana
Pharmaceutical
s Ltd.

Clonazepam 0.5
mg
Orally
Disintegrating
Tablet

Clonazepam 0.5 mg

Antiepileptic

Seizure Disorder & Panic Disorder

Contra-indication : Liver disease & Narrow
angle glaucoma
Side Effects : Amnesia . bronchial
hypersecretion in infants and small children .
coordination
disturbances.
Confusion.
dependence .dizziness . drowsiness .fatigue.
muscle hypotonia
Do

19. Navana
Pharmaceutical
s Ltd.

Clonazepam 1 mg
Orally
Disintegrating
Tablet

Clonazepam 1 mg

Antiepileptic

Seizure Disorder & Panic Disorder

Do

20. Navana
Pharmaceutical
s Ltd.

Clonazepam 2 mg
Orally
Disintegrating
Tablet

Clonazepam 2 mg

Antiepileptic

Seizure Disorder & Panic Disorder

Do
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নং

তকারেকর
নাম

ঔষেধর নাম

জেনিরক নাম

21. Square
Pharmaceutical
s Ltd., Pabna
Unit, Salgaria,
Pabna

Perampanel 2mg
Tablet

Perampanel INN 2mg

22. Square
Pharmaceutical
s Ltd., Pabna
Unit, Salgaria,
Pabna
23. Navana
Pharmaceutical
s Ltd.

Perampanel 4mg
Tablet

Perampanel INN 4mg

Naftifine HCl 2%
Cream

Naftifine HCl 2%

24. Square
Pharmaceutical
s Ltd., (Dhaka
Unit) Kaliakoir,
Gazipur

Bimatoprost
0.3mg + Timolol
5mg/ml Opthalmic
Solution
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Bimatoprost INN 0.3mg
+ Timolol maleate BP
6.834mg eq. to 5.0mg
Timolol/ml

‡_ivwcDwUK
K¬vm

িনেদশনা

Antiepileptic

This is a non-competitive AMPA glutamate
receptor antagonist which is indicated as
adjunctive therapy for the treatment of:
 Partial-Onset Seizures with or without
secondarily generalized seizures in patients
with epilepsy 12 years of age and older.
 Primary Generalized Tonic-Clonic
Seizures in patients with epilepsy 12 years
of age and older.

Antiepileptic

Antifungal

Antiglucoma

Contra-indication &
Side-effect

Status
(New
Molecule/
Existing)

আেবদনকারী ‡UKwbK¨vj
mve KwgwUi
দ
mfvi wm×všÍ
USFDA/BNF/
MHRA Ref.
Aby‡gv`b Kiv
USFDA
†h‡Z cv‡i|

Aby‡gv`b
Kiv nj|

mfvi
wm×všÍ

Contraindications: None

New

Advarse Effect
 Neurologic Effects: Monitor for dizziness, gait
disturbance, somnolence, and fatigue Patients
should use caution when driving or operating
machinery.
 Falls: Monitor for falls and injuries
 Withdrawal of Antiepileptic Drugs: In patients
with epilepsy, there may be an increase in
seizure frequency
Most common adverse reactions (≥5% and
≥1% higher than placebo) include dizziness,
somnolence, fatigue, irritability, falls, nausea,
weight gain, vertigo, ataxia, headache,
vomiting, contusion, abdominal pain, and
anxiety.
-Do-

New

USFDA

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b
Kiv nj|

It is an allylamine antifungal indicated for
the treatment of interdigital tinea pedis,
tinea cruris, and tinea corporis caused by
the organism Trichophyton rubrum.

Contraindications: None

New

USFDA

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b
Kiv nj|

It is indicated for the raised intra-ocular
pressure in patient with open angle
glaucoma or ocular hypertension when
beta-blocker or prostaglandin analogue
alone not adequate.

Contraindication: none
Side effect:
Blepharitis, blood pressure
changes, brown pigmentation, conjuctival
disorder, corneal erosion, headache and ocular
discomfort

Bimatoprost
0.03% Eye
Drops

BNF-72
(Page-1029)

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b
Kiv nj|

-Do-

Side Effects: The most common adverse
reaction (≥1%) is pruritus.

নং

তকারেকর
নাম

ঔষেধর নাম

জেনিরক নাম

‡_ivwcDwUK
K¬vm

িনেদশনা

Contra-indication &
Side-effect

Status
(New
Molecule/
Existing)

Levocetirizine
Dihydrochloride
5mg
+
Montelukast
10
mg Tablet

Levocetirizine
Dihydrochloride USP 5
mg
+
Montelukast
Sodium USP 10.38 mg
eq. to Montelukast 10 mg

Antihistamine
& AntiAsthmatic

The combination is indicated for chronic
allergic conditions like seasonal allergic
rhinitis, perennial allergic rhinitis, Rhinitis
associated with Asthma.

Levocetirizine
Tablet 5 mg &
Montelukast
Tablet 10 mg

26. Healthcare
Pharmaceutical
Ltd.,
Rajendrapur,G
azipur

Sacubitril 24 mg +
Valsartan 26mg
Tablet

Sacubitril Sodium INN
25.28 mg eq. to Sacubitril
INN 24 mg) + Valsartan
USP 26 mg

Antihypertens
ive

It is indicated for the treatment of heart
failure with reduced ejection fraction in
patients with NYHA class II or III, to reduce
the incidence of cardiovascular death &
heart failure hospitalization

Contraindication: The combination is
contraindicated in patients known to have
hypersensitivity to the drug or any of its
components. Patients with completely impaired
renal function (anuria).
Side effects: Possible side effects are
asthenia/ fatigue, fever, abdominal pains,
trauma, dyspepsia, infectious gastroenteritis,
dental pain, dizziness, headache, cough, nasal
congestion, influenza, rash. Somnolence, dry
mouth, hypersensitivity, convulsion, visual
disturbances, palpitation, dyspnea, nausea,
hepatitis, angioneurotic edema, pruritus,
urticaria, myalgia, weight gain, abnormal liver
function test.
Contraindications: Recent symptomatic
hypotension prior to initiation of treatment with
Sacubitril+ Valsartan.

27. Nuvista
Pharma Ltd.

Selexipag 0.2mg
Tablet.

25. Acme
Laboratories
Ltd., Dhamrai,
Dhaka
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Selexipag INN 0.20 mg

Antihypertensiv
e

Pulmonary Arterial Hypertension (PAH): For
the treatment of pulmonary arterial
hypertension (PAH, WHO Group I) to delay
disease progression and reduce the risk of
hospitalization for PAH. Effectiveness was
established in a long-term study in PAH
patients with WHO Functional Class II-III
symptoms. Patients had idiopathic and
heritable PAH (58%), PAH associated with
connective tissue disease (29%), PAH
associated with congenital heart disease
with repaired shunts (10%).

Side-Effects: Low blood pressure, Excessively
high level of potassium in the blood, as shown
in a blood test, Dizziness, Tiredness, sudden
loss of consciousness ,weakness & rash
Contraindications:None;
Side-effects: Headache, Diarrhea, jaw pain,
nausea, muscle pain, vomiting, pain in arms or
legs, pain in joints, decreased appetite,
flushing, low red blood cell count, rash,
hypohemoglobinemia, a reduction in median
thyroid-stimulating hormone (TSH)

Sacubitril 49mg
+ Valsartan
51mg Tablet

আেবদনকারী ‡UKwbK¨vj
mve KwgwUi
দ
mfvi wm×všÍ
USFDA/BNF/
MHRA Ref.

mfvi
wm×všÍ

cÖ‡qvRb ‡bB
weavq Av‡e`b
bvgÄyi
Kiv
†h‡Z cv‡i|

cÖ‡qvRb ‡bB
weavq
Av‡e`b
bvgÄyi Kiv
nj|

USFDA

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b
Kiv nj|

USFDA

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b
Kiv nj|

Sacubitril 97mg
+ Valsartan
103mg Tablet
New

নং

তকারেকর
নাম

28. Nuvista
Pharma Ltd.

29. NIPRO
JMI
Pharma Ltd.

ঔষেধর নাম

Selexipag 0.4 mg
Tablet.

Diacerein 50 mg
Tablet

জেনিরক নাম

Selexipag INN 0.40 mg

‡_ivwcDwUK
K¬vm

িনেদশনা

Antihypertensiv
e

Pulmonary Arterial Hypertension (PAH): For
the treatment of pulmonary arterial
hypertension (PAH, WHO Group I) to delay
disease progression and reduce the risk of
hospitalization for PAH. Effectiveness was
established in a long-term study in PAH
patients with WHO Functional Class II-III
symptoms. Patients had idiopathic and
heritable PAH (58%), PAH associated with
connective tissue disease (29%), PAH
associated with congenital heart disease
with repaired shunts (10%).
Symptomatic relief in long-term treatment of
osteoarthritis, anti-inflammatory agent,
prescribed for chronic inflammatory arthritis.

Antinflammator
y

Diacerein INN 50 mg

Contra-indication &
Side-effect

Contraindications:None;

Status
(New
Molecule/
Existing)
New Molecule

আেবদনকারী ‡UKwbK¨vj mve
KwgwUi mfvi
দ
wm×všÍ
USFDA/BNF/
MHRA Ref.
Aby‡gv`b Kiv
USFDA
†h‡Z cv‡i|

Aspirin 325mg +
Omeprazole 40mg
Delayed Release
Tablet

Aspirin 325 mg
Omeprazole 40 mg

+

Antiplatelet
agent + PPI

Do

Contraindications: Contraindicated in those
patients with known hypersensitivity to the drug
itself or to those with previous episodes of
hypersensitivity to anthraquinone derivatives.

New

Do

Aspirin 75mg
Tablet
Omeprazole
40mg Capsule
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Aby‡gv`b
Kiv nj|

Side-effects: Headache, Diarrhea, jaw pain,
nausea, muscle pain, vomiting, pain in arms or
legs, pain in joints, decreased appetite,
flushing, low red blood cell count, rash,
hypohemoglobinemia, a reduction in median
thyroid-stimulating hormone (TSH)

Side effects: Diarrhea, Stomach pain,
Nausea, Vomiting, Intense yellow coloring of
urine, Epigastric pain

30. Navana
Pharmaceutical
s Ltd.

mfvi
wm×všÍ

USFDA

cÖ‡qvRbxq
‡idv‡iÝ Ges
Therapeutic
benefit
D‡jøLc~e©K
Av‡iv Z_¨vw`
`vwLj Kivi Rb¨
ejv †h‡Z cv‡i|

cÖ‡qvRbxq
‡idv‡iÝ
Ges
Therapeu
tic
benifit
D‡jøLc~e©K
Av‡iv
Z_¨vw`
`vwLj Kivi
Rb¨ ejv
nBj|

cÖ‡qvRb
‡bB
weavq
Av‡e`b
bvgÄyi Kiv †h‡Z
cv‡i|

cÖ‡qvRb ‡bB
weavq
Av‡e`b
bvgÄyi Kiv
nj|

নং

31. a)

b)

তকারেকর
নাম

ঔষেধর নাম

Navana
Pharmace
uticals Ltd.

Aspirin 81 mg +
Omeprazole 40
mg
Delayed
Release Ta blet

Delta
Pharma
Ltd.
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জেনিরক নাম

Aspirin 81 mg
Omeprazole 40 mg

+

‡_ivwcDwUK
K¬vm

িনেদশনা

Contra-indication &
Side-effect

Status
(New
Molecule/
Existing)

Antiplatelet
agent + PPI

is a combination of aspirin, an anti-platelet
agent, and omeprazole, a proton pump inhibitor
(PPI), indicated for patients who require aspirin
for secondary prevention of cardiovascular and
cerebrovascular events and who are at risk of
developing aspirin associated gastric ulcers.
The aspirin component of YOSPRALA is
indicated for reducing the combined risk of death
and nonfatal stroke in patients who have had
ischemic stroke or transient ischemia of the brain
due to fibrin platelet emboli, reducing the
combined risk of death and nonfatal MI in
patients with a previous MI or unstable angina
pectoris, reducing the combined risk of MI and
sudden death in patients with chronic stable
angina pectoris,
use in patients who have undergone
revascularization procedures (Coronary Artery
Bypass Graft [CABG] or Percutaneous
Transluminal Coronary Angioplasty [PTCA])
when there is a pre-existing condition for which
aspirin is already indicated The omeprazole
component of YOSPRALA is indicated for
decreasing the risk of developing aspirin
associated gastric ulcers in patients at
risk for developing aspirin associated gastric
ulcers due to age (≥55) or documented history of
gastric ulcers
Limitations of Use:
Not for use as the initial dose of aspirin therapy
during onset of acute coronary syndrome, acute
myocardial infarction or before percutaneous
coronary intervention.Has not been shown to
reduce the risk of gastrointestinal bleeding due
to aspirint is not interchangeable with the
individual components of aspirin and

Contraindications: Patients with known allergy
to aspirin and other nonsteroidal antiinflammatory drug Products (NSAIDs) and in
patients with the syndrome of asthma, rhinitis,
and nasal polyps. Aspirin may cause severe
urticaria, angioedema, or bronchospasm
(asthma), Pediatric patients with suspected viral
infections, with or without fever, because of the
risk of Reye's syndrome with concomitant use
of aspirin in certain viral illnesses.
It
contraindicated in patients with known
hypersensitivity to aspirin, omeprazole,
substituted benzimidazoles, or to any of the
excipients in the formulation Proton pump
inhibitor (PPI)–containing products , including
(Aspirin + Omeprazole) contraindicated in
patients receiving rilpivirine - containing
products.

Aspirin 75mg
Tablet

Side effects: Most common adverse reactions
in adults (≥2%) are: gastritis, nausea, diarrhea,
gastric polyps, and non-cardiac chest pain.

Omeprazole
40mg Capsule

আেবদনকারী ‡UKwbK¨vj
mve KwgwUi
দ
mfvi wm×všÍ
USFDA/BNF/
MHRA Ref.
cÖ‡qvRb ‡bB
USFDA

weavq Av‡e`b
bvgÄyi
Kiv
†h‡Z cv‡i|

mfvi
wm×všÍ

cÖ‡qvRb ‡bB
weavq
Av‡e`b
bvgÄyi Kiv
nj|

নং

তকারেকর
নাম

ঔষেধর নাম

32. Square
Pharmaceutical
s Ltd., Pabna
Unit, Salgaria,
Pabna

Eflornithine
11.5gm/100gm
Cream

33. Aristopharma
Ltd, ShampurKadamtali I/A,
Dhaka-1204

Levosulpiride
25mg Tablet
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জেনিরক নাম

Eflornithine
Hydrochloride
13.9gm
eq.
Eflornithine
11.5gm/100gm

‡_ivwcDwUK
K¬vm

িনেদশনা

Contra-indication &
Side-effect

Status
(New
Molecule/
Existing)

Antiprotozoal

It’s inhibits the enzyme ornithine
decarboxylase in hair follicles and is use to
reduce unwanted facial hair growth in
women

Contraindication: Contraindicated in patients
with a history of sensitivity to any components
of the preparation.

New

INN
to

Levosulpiride INN 25mg

Antipsychotic

It is a gastroprokinetic agent.. For the
treatment of gastroesophageal reflux
disease, various forms of dyspepsia,
diabetic gastroparesis, vomiting and
nausea.

Adverse Reactions: The most frequent
adverse events related to treatment with
VANIQA® were skin-related. The following
table notes the percentage of adverse events
associated with the use of VANIQA® or its
vehicle that occurred at greater than 1% in both
the vehicle-controlled studies and the openlabel safety studies up to 1 year of continuous
use.
Contraindications:
Levosulpiride
is
contraindicated in conditions like epilepsy,
hyperprolactinaemia, breast
feeding, and hypersensitivity to any component
of product,gastrointestinal Hemorrhage and
pheochromocytoma.
Side effects: The symptomatic adverse
reactions produced by Levosulpiride are more
or less tolerable and if they become severe,
they can be treated symptomatically, these
include sedation, hypotension, and dyskinesia
hyperprolactinemia .

New

আেবদনকারী ‡UKwbK¨vj
mve KwgwUi
দ
mfvi wm×všÍ
USFDA/BNF/
MHRA Ref.
Aby‡gv`b Kiv
BNF-72
(Page 1118) †h‡Z cv‡i|

cÖ‡qvRb ‡bB
weavq Av‡e`b
bvgÄyi
Kiv
†h‡Z cv‡i|

mfvi
wm×všÍ

Aby‡gv`b
Kiv nj|

cÖ‡qvRb ‡bB
weavq
Av‡e`b
bvgÄyi Kiv
nj|

নং

তকারেকর
নাম

ঔষেধর নাম

34. Popular
Esomeprazole
Pharmaceuticals 2.50mg/Sachet
Limited
Dealyed Release
Granules

35. Navana
Pharmaceutical
s Ltd.
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Doxoyphylline
400mg Sustained
Release Tablet

জেনিরক নাম

‡_ivwcDwUK
K¬vm

Esomeprazole Magnesium Antiulcerant
Trihydrate BP 4.17mg eq. to
Esomeprazole 2.50mg

Doxophylline INN 400 mg

Bronchodilato
r

িনেদশনা

Treatment of Gastroesophageal Reflux
Disease (GERD)
Healing of Erosive Esophagitis
Esomeprazole is indicated for the shortterm treatment (4 to 8 weeks) in the healing
and
symptomatic
resolution
of
diagnostically
confirmed
erosive
esophagitis. For those patients who have
not healed after 4 to 8 weeks of treatment,
an additional 4 to 8 week course of
Esomeprazole may be considered. In
infants 1 month to less than 1 year,
Esomeprazole is indicated for short-term
treatment (up to 6 weeks) of erosive
esophagitis due to acid-mediated GERD.
Treatment of bronchial asthma and
pulmonary disease with spastic
bronchial component

Contra-indication &
Side-effect

Status
(New
Molecule/
Existing)

Contraindications:
Esomeprazole
is 20mg & 40mg
contraindicated in patients with known
Capsule
hypersensitivity to substituted benzimidazoles
or to any component of the formulation.
20mg/Sachet
Hypersensitivity reactions may include
anaphylaxis, anaphylactic shock, angioedema,
bronchospasm, acute interstitial nephritis, and
urticaria.
For information about contraindications of antibacterial
agents (clarithromycin and amoxicillin) indicated in
Combination with Esomeprazole,
Side effects: In general, Esomeprazole is well
tolerated in both short and long-term use.
Common side effects are headache, diarrhea.
Other effects include nausea, flatulence,
abdominal pain, constipation and dry mouth.
Contraindications: Individuals who have
shown hypersensitivity to Doxofylline and its
components. Patients with acute myocardial
infarction and hypotension.
Side Effects: After xanthine administration,
nausea, vomiting, epigastric pain, cephalalgia,
irritability, insomnia, tachycardia, extrasystole,
tachypnea and occasionally, hyperglycemia and
albuminuria, may occur. If a potential oral
overdose is established, the patient may
present with severe arrhythmias and seizure;
these symptoms could be the 1st sign of
intoxication. Adverse reactions may
cause the withdrawal from treatment; a lower
dose rechallenge may start only after the advice
of a physician

200 mg, 400mg
Tablet and
100mg/5ml
Syrup

আেবদনকারী ‡UKwbK¨vj
mve KwgwUi
দ
mfvi wm×všÍ
USFDA/BNF/
MHRA Ref.
cÖ‡qvRb ‡bB
USFDA

mfvi
wm×všÍ

weavq Av‡e`b
bvgÄyi
Kiv
†h‡Z cv‡i|

cÖ‡qvRb ‡bB
weavq
Av‡e`b
bvgÄyi Kiv
nj|

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b
Kiv nj|

নং

তকারেকর
নাম

36. Square
Pharmaceutical
s Ltd., Pabna
Unit, Salgaria,
Pabna

37. Square
Pharmaceutical
s Ltd., Pabna
Unit, Salgaria,
Pabna

ঔষেধর নাম

Lisdexamfetamine
dimesylate 10mg
Capsule

জেনিরক নাম

‡_ivwcDwUK
K¬vm

Lisdexamfetamine
dimesylate INN 10mg

CNS
Stimulant

িনেদশনা

Indicated for the treatment of –
-

Lisdexamfetamine
Dimesylate 30mg
Capsule

Lisdexamfetamine
Dimesylate INN 30mg

CNS
Stimulant

Attention Deficit Hyperactivity Disorder
(ADHD)
Moderate to Severe Binge Eating
Disorder (BED)

Indicated for the treatment of –
-

Attention Deficit Hyperactivity Disorder
(ADHD)
Moderate to Severe Binge Eating
Disorder (BED)

Contra-indication &
Side-effect

Status
(New
Molecule/
Existing)

Contraindications: Known hypersensitivity to
amphetamine products and is also
contraindicated with monoamine oxidase
(MAO) inhibitor, or within 14 days of the last
MAO inhibitor dose.

New

Side effects: The most frequent adverse
reactions leading to discontinuation were
insomnia, tachycardia, irritability, hypertension,
headache, anxiety and dyspnea.
The most common adverse reactions
(incidence ≥5% and at a rate at least twice
placebo) reported in children, adolescents,
and/or adults were anorexia, anxiety,
decreased appetite, decreased weight,
diarrhea, dizziness, dry mouth, irritability,
insomnia, nausea, upper abdominal pain, and
vomiting.
Contraindications: Known hypersensitivity to
amphetamine products and is also
contraindicated with monoamine oxidase
(MAO) inhibitor, or within 14 days of the last
MAO inhibitor dose.
Side effects: The most frequent adverse
reactions leading to discontinuation were
insomnia, tachycardia, irritability, hypertension,
headache, anxiety and dyspnea.
The most common adverse reactions
(incidence ≥5% and at a rate at least twice
placebo) reported in children, adolescents,
and/or adults were anorexia, anxiety,
decreased appetite, decreased weight,
diarrhea, dizziness, dry mouth, irritability,
insomnia, nausea, upper abdominal pain, and
vomiting.
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38. Aristopharma
Ltd, ShampurKadamtali I/A,
Dhaka-1204

Mesalazine
(Mesalamine)
1200 mg
DR
Tablet

Mesalazine (Mesalamine
) BP 1200 mg

Gastrointestinal
Agent

It is an aminosalicylate indicated for:
1. Treatment of mildly to moderately active
ulcerative colitis in patients 5 years of age
and older.
2. Maintenance of remission of ulcerative
colitis in adults.

400mg DR
Tablet

39. Square
Pharmaceutical
s Ltd., Pabna
Unit, Salgaria,
Pabna

Mesalazine
800mg Delayed
Release Tablet

Mesalazine USP 800mg

Gastrointestinal
Agent

Indicated for the treatment of
 mild to moderate ulcerative colitis and
acute attack
 maintenance of remission of ulcerative
colitis
 maintenance of remission of crohn’s ileocolitis

Contraindication: Patients with hypersensitivity to
salicylates or to any of the components of the
product.
Side effects: The most common adverse reactions
(observed in greater than or equal to 5 percent of
adults in controlled clinical studies) were abdominal
pain, eructation, pain, back pain, rash, dyspepsia,
rhinitis, flu syndrome, asthenia, flatulence, vomiting,
fever, arthralgia, constipation, and gastrointestinal
bleeding.
Contraindication: Aminosalicylates should be
avoided in salicylate hypersensitivity
Side effects: Side-effects of the aminosalicylates
include diarrhoea, nausea, vomiting, abdominal pain,
exacerbation of symptoms of colitis, headache,
hypersensitivity reactions (including rash and
urticaria); side effects that occur rarely include acute
pancreatitis, hepatitis, myocarditis, pericarditis, lung
disorders (including eosinophilia and fibrosing
alveolitis), peripheral neuropathy, blood disorders
(including agranulocytosis, aplastic anaemia,
leucopenia, methaemoglobinaemia, neutropenia, and
thrombocytopenia—see
also
recommendation
above), renal dysfunction (interstitial nephritis,
nephrotic syndrome), myalgia, arthralgia, skin
reactions (including lupus erythematosus-like
syndrome, Stevens Johnson syndrome), alopecia.
Cautions: Renal function should be monitored
before starting an oral aminosalicylate, at 3 months
of treatment, and then annually during treatment
(more frequently in renal impairment). Blood
disorders can occur with aminosalicylates. Hepatic
impairment: avoid in severe impairment
Renal impairment: use with caution; avoid if eGFR
less than 20 mL/minute/1.73 m2
Adverse effects: The most frequent adverse
reactions seen in clinical trials are diarrhoea (3%),
nausea (3%), abdominal pain (3%), headache (3%),
vomiting (1%), and rash (1%). Hypersensitivity
reactions and drug fever may occasionally occur.
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40. Popular
Human
Pharmaceuticals Menopausal
Limited
Gonadotrophin
(HMG)
(Menotrophi) 100
IU/Vial Lyophilized
Injection
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Human
Menopausal
Gonadotrophin (HMG)
(Menotrophi)
BP
100IU/Vial

Hormone

Sterility in females with hypo- or
normogonadotropic ovarian insufficiency:
Stimulation of follicle growth.
Sterility in males with hypo- or
normogonadotropic hypogonadism: in
combination with HCG to stimulate
spermatogenesis.

Contraindications:
In females:
- Pregnancy,
- Enlargement of the ovaries or cysts that is not
caused by polycystic ovarian syndrome,
- Gynecological bleeding whose cause is
unknown,
- Tumors in the uterus, ovaries and breasts,
- Prior hypersensitivity to Menotrophins or to
any of the excipients,
- A high FSH level indicating primary ovarian
failure,
- The presence of uncontrolled thyroid and
adrenal dysfunction,
- The presence of any cause of infertility other
than anovulation.
In males:
- Carcinoma of the prostate.
- Tumors in the tests,
- Normal gonadotrophin levels indicating normal
pituitary function,
- Elevated gonadotrophin levels indicating
primary testicular failure,
Infertility
disorders
other
than
hypogonadotropic hypogonadism.
The following conditions should be properly
treated before HMG-therapy is begun:
- Dysfunctions of the thyroid gland and cortex of
the suprarenal gland,
- Hyperprolactinemia,
- Tumors in the pituitary or in the hypothalamic
glands.

New
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41. Popular
Vitamin
A
Pharmaceuticals 500IU+Ascorbic
Limited
Acid (DC) BP
75mg+ Vitamin
D3
200IU+
Vitamin E 25IU+
Vitamin K 15mcg+
Thiamine 0.75mg
+ Riboflavin BP
0.85mg+Niacin
USP
10mg+Pyridoxine
Hydrochloride BP
1mg+Folic Acid
BP
0.20mg+
Cyanocobalamin
3mcg+ Biotin BP
0.015mg+
Pantothenic Acid
5mg and Calcium
0.39mg+ Calcium
90.57mg+
Phosphorous 7mg
and
Calcium
9.04mg+ Iodine
75mcg+
Magnesium
50mg+
Zinc
12.50mg+
Selenium 35mcg+
Copper
1mg+
Manganese 1mg+
Chromium
60mcg+
Molybdenum
37.5mcg+ Lutein
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Contra-indication &
Side-effect

Dry Vitamin A Acetate
500 BP 1.00mg eq. to
Vitamin
A
500IU+Ascorbic
Acid
(DC) BP 75mg+Dry
Vitamin D3 100 BP 2mg
eq. to Vitamin D3
200IU+Dry Vitamin E
Acetate 50% DC BP
50mg eq. to Vitamin E
25IU+Dry Vitamin K1 5%
BP 0.30mg eq. to Vitamin
K
15mcg+Thiamine
Nitrate BP 0.93mg eq. to
Thiamine
0.75mg+Riboflavin BP
0.85mg+Niacin
USP
10mg+Pyridoxine
Hydrochloride
BP
1mg+Folic Acid BP
0.20mg+Cyanocobalamin
(1%) BP 0.30mg eq. to
Cyanocobalamin
3mcg+Biotin
BP
0.015mg+Calcium
Pantothenate
BP
4.663mg
eq.
to
Pantothenic Acid 5mg
and
Calcium
0.39mg+Calcium
Carbonate (Heavy) BP
226.425mg
eq.
to
Calcium
90.57mg+Anhydroous
Calcium
Hydrogen
Phosphate BP 30.742mg

Multivitamins
and minerals

Multivitamins and minerals are used to
provide substances that are not taken in
through the diet. Multivitamins and minerals
are also used to treat vitamin or mineral
deficiencies caused by illness, pregnancy,
poor nutrition, digestive disorders, certain
medications, and many other conditions.
An all-in-one eye vitamin and multivitamin/
multimineral supplement
Helps replenish vital nutrients that can
protect eye health
Provides the benefits of a complete
multivitamin

Contraindications: Eye Multivitamin & Mineral
Supplement is contraindicated in patients who
are hypersensitivity to or any ingredient in the
formulation.
Side effects: When taken as directed,
multivitamins and minerals are not expected to
cause serious side effects. Common side
effects may include: Upset stomach,
Headache, Unusual or unpleasant taste in your
mouth.

Status
(New
Molecule/
Existing)
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5mg+ Zeaxanthin
1mg+ Lycopene
150mcg Tablet
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eq. to Phosphorous 7mg
and
Calcium
9.04mg+Potassium
Iodide BP 0.098mg eq. to
Iodine
75mcg+Magnesium
Oxide
(Heavy)
BP
82.50mg
eq.
to
Magnesium 50mg+Zinc
Oxide BP 15.55mg eq. to
Zinc 12.50mg+Sodium
Selenite (Se 45%) Ph.
Grade 0.084mg eq. to
Selenium 35mcg+Copper
Gluconate USP 27.00mg
eq.
to
Copper
1mg+Mangannese
Sulphate Monohydrate
BP 3.075mg eq. to
Manganese
1mg+Chromic Chloride
Hexahydrate
USP
0.246mg
eq.
to
Chromium 60mcg +
Sodium
Molybdate
Dihydrate 1% Ph. Grade
9.46mg
eq.
to
Molybdenum
37.5mcg+Lutein (5%) Ph.
Grade 100.00mg eq. to
Lutein 5mg+Zeaxanthin
(5%) Ph. Grade 20mg
eq.
to
Zeaxanthin
1mg+Lycopene (5%) Ph.
Grade 3mg eq. to
Lycopene 150mcg

নং

তকারেক
র নাম

ঔষেধর নাম

জেনিরক নাম

‡_ivwcDwUK
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িনেদশনা

Contra-indication &
Side-effect

Status
(New
Molecule/
Existing)

42. Mundipharma
(Bangladesh)
Private Limited.
Mirzapur,JL#08,
Gazipur Sadar,
Gazipur,
Bangladesh

Chlorzoxazone
250mg
+
Paracetamol
500mg Tablet

Chlorzoxazone
USP
250mg + Paracetamol
BP 500mg

Muscle
relaxant +
Analgesic

Contraindications: Sensitivity to Paracetamol
or Chlorzoxazone
Adverse reactions: Adverse effects reported
to occur with Chlorzoxazone include :
Gl: nausea, vomiting, epigastric distress
CNS : drowsiness, dizziness, lightheadedness,
malaise; Skin : Allergic skin rashes (rarely)
Hepatic : hepatitis; Miscellaneous : urine

43. Mundipharma
(Bangladesh)
Private Limited.
Mirzapur,JL#08,
Gazipur Sadar,
Gazipur,
Bangladesh

Diclofenac
Sodium 50mg +
Paracetamol
500mg Tablet.

Diclofenac Sodium BP
50mg + Paracetamol BP
500 mg

NSAID+
Analgesic

Indicated For the relief of pain and muscle
spasm associated with inflammatory and
degenerative
processes;
fibrositis.
myositis, bursitis, tenosynovitis, torticollis,
osteoarthritis, trauma, intervertebral disc
syndrome, lumbago, sacroiliac pain,
muscular
and
tendinous
sprains,
contusions, postoperative myalgia, post
tooth extraction.
Rheumatoid
arthritis,
Osteoarthritis,
ankylosing spondylitis,cervical spondylitis,
intervertebral disc syndrome and sciatica.
Non articular rheumatic conditions such as
fibrositis, myositis, bursitis, low back pain,
Soft tissue injuries such as sprains, strains
and sports injury. Painful inflammatory
condition in gynaecology. Post-operative
and Post traumatic inflammation and
swelling,
The initial daily dosage for adult is one
tablet, two or three times in a day. The
drug should be taken with or after meals.
For long term therapy, one tablet, two
times a day is sufficient.

Contraindications: Known hypersensitivity to
the Diclofenac sodium or Paracetamol Peptic
ulcer, In patients with asthma, seasonal
allergic rhinitis, swelling of the nasal mucosa
(i.e. nasal polyps), chronic obstructive
pulmonary diseases or chronic infections of the
respiratory tract (especially if linked to allergic
rhinitis-like symptoms), reactions on NSAIDs
like asthma exacerbations,.
Side effects: At recommended dosages
Diclomol Plus is generally well tolerated. At the
start of treatment, however, patients may
sometimes complain of epigastric pain,
nausea, diarrhea, dizziness or headache.
These unwanted effects are usually of a mild
nature. Peripheral oedema and skin reactions
such as drug rash, urticarial and eczema have
also been observed.
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Vonoprazan Fumarate is a first-in-class
potassium-competitive acid blocker. It
inhibits H+, K+-ATPase activities in a
reversible and potassium-competitive
manner with a potency of inhibition
approximately 350 times higher than the
proton pump inhibitor, Lansoprazole.
Vonoprazan Fumarate tablet is indicated in
the treatment of Gastroduodenal Ulcer,
Secondary
prevention
of
Reflux
Esophagitis, Secondary prevention of lowdose aspirin or non-steroidal antiinflammatory drug induced Peptic Ulcer, in
combination with Clarithromycin and
Amoxicillin for the eradication of
Hlicobacter pylori.
Vonoprazan Fumarate is a first-in-class
potassium-competitive acid blocker. It
inhibits H+, K+-ATPase activities in a
reversible and potassium-competitive
manner with a potency of inhibition
approximately 350 times higher than the
proton pump inhibitor, Lansoprazole.
Vonoprazan Fumarate tablet is indicated in
the treatment of Gastroduodenal Ulcer,
Secondary
prevention
of
Reflux
Esophagitis, Secondary prevention of lowdose aspirin or non-steroidal antiinflammatory drug induced Peptic Ulcer, in
combination with Clarithromycin and
Amoxicillin for the eradication of
Hlicobacter pylori.

Contra-indication:- Caution is necessary
when oral vonoprazan Fumarate is used in
patients with the following conditions and
frequent monitoring is necessary: Liver/ Renal
disorders, allergic rections (itch, rash, etc.) or
in those who are taking any other medicinal
products, over-the-counter medicines
&
dietary supplements as well as other
prescription medicines.
Caution is also
necessary for women who are pregnant &
breastfeeding.
Side-effect:- The most commonly reported
adverse reactions include constipation,
diarrhea, enlarged feeling of abdomen,
nausea, rash and edema.
Contra-indication:- Caution is necessary
when oral vonoprazan Fumarate is used in
patients with the following conditions and
frequent monitoring is necessary: Liver/ Renal
disorders, allergic rections (itch, rash, etc.) or
in those who are taking any other medicinal
products, over-the-counter medicines
&
dietary supplements as well as other
prescription medicines.
Caution is also
necessary for women who are pregnant &
breastfeeding.
Side-effect:- The most commonly reported
adverse reactions include constipation,
diarrhea, enlarged feeling of abdomen,
nausea, rash and edema.

44. Aristopharma
Ltd, ShampurKadamtali I/A,
Dhaka-1204

Vonoprazan
Vonoprazan Fumarate
10mg
Film INN 13.36mg eq. to
Coated Tablet
Vonoprazan 10 mg

PotassiumCompetitive
Acid Blocker

45. Aristopharma
Ltd, ShampurKadamtali I/A,
Dhaka-1204

Vonoprazan 20
mg Film Coated
Tablet

PotassiumCompetitive
Acid Blocker
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46. Aristopharma
Ltd, ShampurKadamtali I/A,
Dhaka-1204

Rabeprazole
Sodium
mg/Vial
Lyophilized
Injection

47. Acme

Sumatriptan
0.50gm/1000
Actuations (100
ml) Nasal Spray

Laboratories
Ltd., Dhamrai,
Dhaka
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Rabeprazole
Sodium
(Injectable Grade) INN
20 mg/Vial

Proton Pump
Inhibitor

Contraindication:
Rabeprazole
is
contraindicated in patients with known
hypersensitivity to Rabeprazole,
substituted Benzimidazoles or to any
component of the formulation.
Side-effect: Headache, abdominal pain,
diarrhea, dry mouth, dizziness, peripheral
edema, hepatic enzyme increase, hepatitis,
hepatic encephalopathy, myalgia, and and
arthralgia.

20mg Tablet &
Capsule

Sumatriptan
USP
0.50gm/1000 Actuations
(100 ml)

Serotonin 5HT1 Receptor
Agonists

It is an alternative in patients for whom oral
administration of Rabeprazole is not
indicated. Rabeprazole Injection is indicated
in the treatment of:
* Sequential-therapy (step-up) from oral
Rabeprazole, e.g. a patient previously on
oral Rabeprazole who is temporarily unable
to take oral medication for any reason.
* Active duodenal ulcer with
bleeding or severe erosions.
* Active gastric ulcer with bleeding or
severe erosions.
*Short-term treatment of erosive
or ulcerative gastroesophageal
reflux disease (GERD)
* Prevention of acid-aspiration.
* Stress-induced mucosal injury in critical
care.
*Pathological hypersecretory
conditions, including ZollingerEllison syndrome.
Acute treatment of migraine.

Contraindication: Sumatriptan Nasal Spray is
contraindicated in patients with:
• Ischemic coronary artery disease (CAD)
(angina pectoris, history of myocardial
infarction, documented silent ischemia) or
coronary artery vasospasm,
including
Prinzmetal’s angina.
• Wolff-Parkinson-White syndrome or
arrhythmias associated with other cardiac
accessory conduction pathway disorders.
• History of stroke, transient ischemic attack
(TIA), or history of hemiplegic or basilar
migraine because these patients are at a higher
risk of stroke.
• Peripheral vascular disease.

100mg, 50 mg
Tablet

আেবদনকারী ‡UKwbK¨vj
mve KwgwUi
দ
mfvi wm×všÍ
USFDA/BNF/
MHRA Ref.

USFDA

mfvi
wm×všÍ

cÖ‡qvRb ‡bB
weavq Av‡e`b
bvgÄyi
Kiv
†h‡Z cv‡i|

cÖ‡qvRb ‡bB
weavq
Av‡e`b
bvgÄyi Kiv
nj|

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b
Kiv nj|

• Ischemic bowel disease.
• Uncontrolled hypertension.
• Recent use (i.e., within 24 hours) of
ergotamine-containing medication, ergot-type
medication (such as dihydroergotamine or
methysergide), or another 5hydroxytryptamine1
(5-HT1) agonist.
• Concurrent administration of a monoamine
oxidase (MAO)-A inhibitor or recent (within 2
weeks) use of an MAO-A inhibitor.
• Hypersensitivity to Sumatriptan (angioedema
and anaphylaxis seen).
• Severe hepatic impairment.
Side effects: The following side effects are
discussed in more detail in other sections of the
prescribing information: Myocardial ischemia,
myocardial infarction, and prinzmetal’s angina,
arrhythmias, chest, throat, neck, and/or jaw
pain/tightness/pressure,
cerebrovascular
events, other vasospasm reactions, medication
overuse headache, serotonin syndrome ,
increase in blood pressure , local irritation,
hypersensitivity reactions, seizures.
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48. Acme
Laboratories
Ltd., Dhamrai,
Dhaka
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Sumatriptan
Sumatriptan
2gm/1000
2gm/1000
Actuations (100 ml) (100 ml)
Nasal Spray

USP
Actuations

‡_ivwcDwUK
K¬vm

Serotonin 5HT1 Receptor
Agonists

িনেদশনা

Acute treatment of migraine.

Contra-indication &
Side-effect

Contraindication: Sumatriptan Nasal Spray is
contraindicated in patients with:
• Ischemic coronary artery disease (CAD) (angina
pectoris, history of myocardial infarction, documented
silent ischemia) or coronary artery vasospasm,
including Prinzmetal’s angina.
• Wolff-Parkinson-White syndrome or arrhythmias
associated with other cardiac accessory conduction
pathway disorders.
• History of stroke, transient ischemic attack (TIA), or
history of hemiplegic or basilar migraine because
these patients are at a higher risk of stroke.
• Peripheral vascular disease.
• Ischemic bowel disease.
• Uncontrolled hypertension.
• Recent use (i.e., within 24 hours) of ergotaminecontaining medication, ergot-type medication (such
as dihydroergotamine or methysergide), or another
5hydroxytryptamine1 (5-HT1) agonist.
• Concurrent administration of a monoamine oxidase
(MAO)-A inhibitor or recent (within 2 weeks) use of
an MAO-A inhibitor.
• Hypersensitivity to Sumatriptan (angioedema and
anaphylaxis seen).
• Severe hepatic impairment.
Side effects: The following side effects are
discussed in more detail in other sections of the
prescribing information: Myocardial ischemia,
myocardial infarction, and prinzmetal’s angina,
arrhythmias, chest, throat, neck, and/or jaw
pain/tightness/pressure, cerebrovascular events,
other vasospasm reactions, medication overuse
headache, serotonin syndrome , increase in blood
pressure , local irritation, hypersensitivity reactions,
seizures.
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Serotonin 5HT4 receptor
agonist

This is a selective serotonin (5-HT4) receptor
agonist which is indicated for symptomatic
treatment of chronic constipation in adults
especially in women when other laxatives fail to
provide adequate relief.

New

Serotonin 5HT4 receptor
agonist

-Do-

Contraindications: Crohn’s disease intestinal
obstruction,
intestinal
perforation,
severe
inflammatory condition of intestinal tract, toxic
megacolon and ulcerative colitis. Hypersensitivity to
the active substance or to any of the excipients.
Renal impairment requiring dialysis
-Do-

Contraindication: Hypersensitivity to Vitamin D.
Vitamin D should not be given to patients with
hypercalcemia, renal impairment, calculi or heart
disease.

400 IU, 1000 IU
Tablet, 25
mcg/ 5ml
syrup, 5mg/ml
Injection

49. Square
Pharmaceutical
s Ltd., Pabna
Unit, Salgaria,
Pabna

Prucalopride 1mg
Tablet

Prucalopride INN 1mg

50. Square
Pharmaceutical
s Ltd., Pabna
Unit, Salgaria,
Pabna
51. Acme

Prucalopride 2mg
Tablet

Prucalopride INN 2mg

Cholecalciferol
(Vitamin D3), Oily
(Potency: 1 MIU/g)
14,40,000
IU
Vitamin D3/100 ml
Syrup

Cholecalciferol (Vitamin
D3), Oily (Potency: 1
MIU/g) BP 1.440 gm eq.
to 14,40,000 IU Vitamin
D3/100 ml

Vitamin

Dantrolene
Sodium
20mg/70ml Vial
Sterile lyophilized
Powder
for
injection

Dantrolene Sodium USP
20mg/70 ml vial

Skeletal
Muscle
Relaxant

Laboratories
Ltd., Dhamrai,
Dhaka

52. Ziska
Pharmaceutic
als
Gazipure
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Ltd.

Vitamin D helps the body to utilize calcium
necessary for the normal development of healthy
bones and teeth. Vitamin D3 Pediatric Drops is
indicated for use in patients deficient in Vitamin D.
Vitamin D is generally produced by the body
through sunlight and is necessary for the absorption
of calcium. Patients who are not exposed to
sufficient sunlight are unable to absorb Vitamin D
require additional Vitamin D supplementation.
Vitamin D supplementation is required in persons
with rickets, inadequate exposure to sunlight
infantile tetany and osteomalacia in adults.
It is indicated, along with appropriate supportive
measures, for the management of the fulminant
hypermetabolism of skeletal muscle characteristic
of malignant hyperthermia crises in patients of all
ages. Dantrium Intravenous should be administered
by continuous rapid intravenous push as soon as
the malignant hyperthermia reaction is recognized
(i.e., tachycardia, tachypnea, central venous
desaturation, hypercarbia, metabolic acidosis,
skeletal muscle rigidity, increased utilization of
anesthesia circuit carbon dioxide absorber,
cyanosis and mottling of the skin, and, in many
cases, fever). Dantrium Intravenous is also
indicated
preoperatively,
and
sometimes
postoperatively, to prevent or attenuate the
development of clinical and laboratory signs of
malignant hyperthermia in individuals judged to be
malignant hyperthermia susceptible.

Side effects: Vitamin D in excessive amounts may
cause hypercalcaemia.

Contraindications: None
Side effects: There have been occasional reports of
death following malignant hyperthermia crisis even
when treated with intravenous dantrolene; incidence
figures are not available (the pre-dantrolene mortality
of malignant hyperthermia crisis was approximately
50%). Most of these deaths can be accounted for by
late recognition, delayed treatment, inadequate
dosage, lack of supportive therapy, intercurrent
disease and/or the development of delayed
complications such as renal failure or disseminated
intravascular coagulopathy. In some cases there are
insufficient data to completely rule out therapeutic
failure of dantrolene.

আেবদনকারী ‡UKwbK¨vj
mve KwgwUi
দ
mfvi wm×všÍ
USFDA/BNF/
MHRA Ref.
cÖ‡qvRb ‡bB
BNF-72
weavq Av‡e`b
Page: 53
bv gÄyi Kiv
†h‡Z cv‡i|

New

25mg & 50 mg
capsule

BNF-72
Page: 53

USFDA

mfvi
wm×všÍ

cÖ‡qvRb ‡bB
weavq
Av‡e`b bv
gÄyi
Kiv
nj|

cÖ‡qvRb ‡bB
weavq Av‡e`b
bvgÄyi
Kiv
†h‡Z cv‡i|

cÖ‡qvRb ‡bB
weavq
Av‡e`b
bvgÄyi Kiv
nj|

cÖ‡qvRb ‡bB
weavq Av‡e`b
bvgÄyi
Kiv
†h‡Z cv‡i|

cÖ‡qvRb ‡bB
weavq
Av‡e`b
bvgÄyi Kiv
nj|

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b
Kiv nj|

Annex-B: Proposed Product for Import (Human)
নং

cÖ¯‘ZKvi‡Ki bvg

Jl‡ai bvg

1.

ALMAC Pharma Services
Ltd., UK for GALEN
LTD., SEAGOE
INDUSTRIAL ESTATE,
Craigavon, BT63 5UA,
UK

DaunoXome
Injection 2mg/ml
concentrate
for
solution for Infusion
(50mg/25ml vial)

Local agent:
Radiant Export Import
Enterprise.
Uttara, Dhaka.

34 | P a g e

†RwbwiK bvg

Daunorubicin 50mg/Dose

‡_ivwcDwUK K¬vm

wb‡`©kbv

Contraindication &
Side-effect

Anticancer

It is indicated for the treatment of
Advanced AIDS-related Kaposi’s
sarcoma.

Contraindication:
Myocardial
insufficiency, previous treatment with
maximum cumulative doses of
daunorubicin or other anthracycline,
recent myocardial infarction, severe
arrhythmia. CAUTIONS Caution in
handling—irritant to tissues
SIDE-EFFECTS
Alopecia,
extravasation,
bone-marrow
suppression, hyperuricaemia
nausea oral mucositis
thromboembolism
tumour lysis syndrome
vomiting
Side-Effects, Further Information
Cardiotoxicity All anthracycline
antibiotics have been associated with
varying degrees of cardiac toxicity—
this may be idiosyncratic and
reversible, but is commonly
related to total cumulative dose and is
irreversible.
HEPATIC IMPAIRMENT
Reduce dose according to serum
bilirubin concentration—consult local
protocol for details.
Avoid in severe impairment.
RENAL IMPAIRMENT
Reduce dose by 25% if serum
creatinine
105–265 micromol/litre.
Reduce dose by 50% if serum
creatinine
greater
than
265
micromol/litre.
Avoid in severe impairment.
MONITORING
REQUIREMENTS
Cardiac monitoring essential.

Status
(New
Molecule/
Existing)
20 mg/10
ml Injection

FSC/CPP

‡UKwbK¨vj mve- mfvi wm×všÍ
KwgwUi mfvi
wm×všÍ

MHRA-UK

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b Kiv
nj|

নং

cÖ¯‘ZKvi‡Ki bvg

Jl‡ai bvg

2.

Chiesi Farmaceuitici
S.p.A, Via Palermo,
26/A-43100 Parma-Italy

CUROSURF
Intratracheal
Suspension
(Lung Surfactanat)
80mg/ml vial

Poractant alfa INN
(procine lung phospholipid fraction)
Intratracheal Suspension

Aminoven
Infant 10%
100 ml/glass bottle

Arginine Ph. Eur 7.50gm +Isoleucine
Ph. Eur 8.0gm + L- Leucine Ph. Eur
13.0gm + L-Lysine Acetate 12.0gm +
Methionine Ph. Eur 3.12gm +
Phenylalanine Ph. Eur 3.75gm +
Threonine Ph. Eur 4.40gm +
Tryptophan Ph. Eur 2.01gm + Valine
Ph. Eur 9.0gm + Glycine Ph. Eur
4.15gm + Alanine Ph. Eur 9.30gm +
Proline Ph. Eur 9.71gm + Histidine Ph.
Eur 4.76gm + Serine Ph. Eur 7.67gm +
N-acetyl-L-tyrosine 5.176gm + Taurine
0.40gm + L-malic acid 2.62gm + AcetylL-cysteine 0.70gm/1000ml

Local agent:
Radiant Export Import
Enterprise. Uttara,
Dhaka.

3.

Fresenius Kabi Austria
GmbH,
Hafnerstrasse 36, A8055 Graz, Austria for
Fresenius Kabi
Deutchland GmbH,
Germany
Local agent: Radiant
Export Import Enterprise.
Uttara, Dhaka.

For intravenous
infusion (cava
catheter
recommended)

†RwbwiK bvg

‡_ivwcDwUK K¬vm

wb‡`©kbv

Contraindication &
Side-effect

Lung Surfactant

treatment of respiratory distress
syndrome in neonates over 700 g;
prophylaxis of respiratory distress
syndrome in preterm neonates
24–31 weeks post-menstrual age

Amino Acid

10% amino acid solution for partial
parenteral nutrition of infants
(preterm, underterm newborns,
babies) and young children.
Together with corresponding
amounts of carbohydrates and fat
as energy donors, and vitamins,
electrolytes and trace elements,
the solution may serve for total
parenteral nutrition.

Contraindication: None
Side
effects:
Pulmonary
surfactants have been associated
with intracranial haemorrhage.
Bradycardia,
pulmonary
haemorrhage, and decreased
oxygen saturation have been
reported rarely; hyperoxia and
obstruction of the endotracheal
tube by mucous secretions have
also been reported.
Contraindications: As for all
amino acid solutions Aminoven
infant 10% should not be
administered in the following
conditions: Disturbances in amino
acid metabolism, metabolic
acidosis,
hyperhydratation,
hyperkalemia.
Patient
with
insufficient renal or hepatic
function require an individual
dosage. Attention in case of
hyponatremia.
Special
Warnings
And
Precautions For Use
Frequent
evaluation
and
determination of the following
laboratory values should be
recommended for monitoring
parenteral nutrition in infants:
urea-nitrogen,
ammonia,
electrolytes,
glucose
and
triglycerides (when a fat emulsion

(1.5ml vial contains 120 mg ;
3ml vial contains 240 mg)

is administered), acid-base and fluid
balance, liver enzymes and serum
osmolality. Infusion via peripheral
veins in general can cause irritation
of
the
vein
intima
and

35 | P a g e

Status
(New
Molecule/
Existing)
New

FSC/CPP

‡UKwbK¨vj mveKwgwUi mfvi
wm×všÍ

mfvi wm×všÍ

FSC Not
submitted

c`wU ¯’wMZ
Ges ‡idv‡iÝ
I
AviI
Z_¨vmn
cieZ©x mfvq
Av‡e`b `vwLj
Kivi Rb¨ ejv
†h‡Z cv‡i|

c`wU ¯’wMZ
Ges ‡idv‡iÝ
I
AviI
Z_¨vmn
cieZ©x mfvq
Av‡e`b `vwLj
Kivi Rb¨ ejv
nj|

New

Germany

c`wU ¯’wMZ
Ges
Therapeutic
benefit
D‡jøLc~e©K
Av‡iv Z_¨vw`
`vwLj Kivi
Rb¨ ejv †h‡Z
cv‡i|

c`wU ¯’wMZ
Ges
Therapeutic
benefit
D‡jøLc~e©K
Av‡iv Z_¨vw`
`vwLj Kivi
Rb¨ ejv nj|

thrombophlebitis. To minimize the
risk of vein irritation, daily controls of
the punction site are recommended.
Aminoven infant 10% is applicable as
part of total parenteral nutrition
regimen in combination with
adequate amounts of enery donors
(carbohydrate
solutions,
fat
emulsions), electrolytes, vitamins and
trace elements.
Side effects: None known when
correctly administered

4.

Fresenius Kabi
Deutschland GmbH,
Freseniusstraβe
61169 Friedberg,
Germany
Local agent: Radiant
Export Import Enterprise.
Uttara, Dhaka.

Volulyte 6%
solution for
infusion

Each 1000 ml solution for infusion
contain: Poly(O-2-hydroxyethyl)starch
(Ph.Eur.) 60.00 gm +

500 ml in a free
flex bag

- Molar substitution: 0.38 – 0.45
- Mean molecular weight: 130,000 Da
(manufactured from waxy maize starch)
Sodium acetate trihydrate Ph.Eur 4.63
gm
Sodium chloride Ph.Eur 6.02 gm
Potassium chloride Ph.Eur 0.30 gm
Magnesium chloride hexahydrate
Ph.Eur 0.30 gm

Isotonic Solution

Treatment of hypovolaemia due to
acute blood loss when
crystalloids alone are not sufficient

Contraindication:
Burns,
cerebral haemorrhage, critically ill
patients,
dehydration,
hyperhydration,
intracranial
haemorrhage,
pulmonary oedema, sepsis,
severe coagulopathy
CAUTIONS Cardiac disease,
care should be taken to avoid
haematocrit concentration from
falling below 25-30%; children,
renal impairment, severe liver
disease, surgery,
trauma
SIDE-EFFECTS: Rare Severe
anaphylactic reactions
Frequency
not
known
Hypersensitivity
reactions,
pruritus, raised serum amylase,
transient increase in bleeding
time
HEPATIC IMPAIRMENT Avoid in
severe impairment.
RENAL IMPAIRMENT Avoid
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New

Germany

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b Kiv
nj|

নং

cÖ¯‘ZKvi‡Ki bvg

Jl‡ai bvg

5.

Made for F. Hoffmann-La
Roche Ltd, Basel,
Switzerland. By Vetter
Pharma-Fertigung GmbH
& Co. KG, Ravensburg,
Germany

Actemra®
162mg/0.9 ml Prefilled syringes

Tocilizumab INN 162mg/0.9ml

†RwbwiK bvg

‡_ivwcDwUK K¬vm

wb‡`©kbv

Contraindication &
Side-effect

Immunological
Agent

Tocilizumab is indicated for the
treatment of moderate to severe
active rheumatoid arthritis (RA) in
adult patients. Tocilizumab can be
used alone or in combination with
methotrexate (MTX) and/or other
disease-modifying anti-rheumatic
drugs (DMARDs). Tocilizumab has
been shown to inhibit progression
of joint damage as measured by
X-ray and to improve physical
function.

Anticancer

Gazyva in combination with
chlorambucil is indicated for the
treatment of patients with
Previously untreated chronic
lymphocytic leukemia (CLL).

Contraindication:
Known
hypersensitivity to tocilizumab or
to any of the excipients.
Side effects: Abdominal pain,
antibody formation, dizziness,
gastritis,
headache,
hypercholesterolemia,
hypersensitivity,
hypertension,
infection, leucopenia, mouth
ulceration, neutropenia, peripheral
oedema, pruritis, raised hepatic
Transaminases. rash, upper
respiratory-tract infection
Contraindication: Gazyva is
contraindicated in patients with a
known hypersensitivity (IgEmediated) to obinutuzumab or to
any of the excipients.
Side effects: Infusion-related
reaction,
Neutropenia,
Thrombocytopenia,
Pyrexia,
Cough, Diarrhea, Leukopenia.

Local agent:
Roche Bangladesh
Limited

6.

Made for F. Hoffmann-La
Roche, Ltd. Basel,
Switzerland. by Roche
Diagnostics GmbH,
Mannheim, Germany
Local agent:
Roche Bangladesh
Limited

Gazyva®
1000mg/40 ml vial
concentrate for
solution for infusion

Obinutuzumab INN 1000mg/40ml Vial

7.

Manufacturer : Cilag
AG, Hochstrasse 201,
8200 sCHAFFHAUSEN,
Switzerland

Imbruvica 140mg
Capsule

Ibrutinib INN 140mg

Local agent:
Unihealth Limited, House
: 46, Sheikh Kalam
saroni, Road no. 16,
Rangs Nasim Square (6th
Floor), Dhanmondi
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Anticancer

It is indicated for the the following
indication:
a) Mantle cell lymphoma
b) Chronic lymphocytic
leukemia/Small lymphocytic
lymphoma
c) Chronic
lymphocytic
leukemia/Small lymphocytic
lymphoma with deletion 17 p.

Side Effect : Adverse reaction are
adverse events that have been
considered to be reasonably casually
associaated with the use of ibrutinib
based on the comprehensive
assessment of the avilable adverse
event
information.
A
causal
relationship with ibrutinib cannot be
reliably established in individual case.
Further, beacuse clinical trials are
conducted under widely varying
conditions, adverse reaction rates
observed in the clinical trials of a drug
cannot be directly compared to rates
in the clinical trials of another drug
and may not reflect the rates
observed in clinical practice.

‡UKwbK¨vj mve- mfvi wm×všÍ
KwgwUi mfvi
wm×všÍ

Status
(New
Molecule/
Existing)
New

FSC/CPP

EMA

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b Kiv
nj|

New

EMA

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b Kiv
nj|

New

Switzerland

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b Kiv
nj|

নং

8.

cÖ¯‘ZKvi‡Ki bvg

Manufacturer :
Eli lilly and Company
Indianapolis, IN 46285,
USA

Jl‡ai bvg

†RwbwiK bvg

Trulicity
1.5mg/0.5ml
Solution for
Injection in prefilled pen

Dulaglutide 1.5mg/ 0.5ml

Trulicity
0.75mg/0.5ml
Solution for
Injection in prefilled pen

Dulaglutide 0.75mg/0.5ml

‡_ivwcDwUK K¬vm

Antidiabetic

Local agent:
International Agencies
(Bd.) Ltd.

9.

Manufacturer : Eli lilly
and Company,
Indianapolis, IN 46285,
USA.
Local agent:
International Agencies
(Bd.) Ltd.
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Antidiabetic

wb‡`©kbv

Contraindication &
Side-effect

Trulicity is indicated in adult with type
2 diabetes mellitus to inmrove
glycaemic control as :
Monotherapy
when diet and exercise alone do not
provide adequate glycaemic control in
patients for whom the use of
metformin is considered inappropriate
due
to
intoolerance
or
Contraindications
add-on therapy
In combination with other glucoselowering medicinal products including
insulin, When these, together with diet
and exercis, do not provide adequate
glycaemic control (See section 5.1 for
data with respect to different
combinations)

Contraindications:
Hypersensitivity to the active
substance or to any of the
excipients.
Side Effect: Dulaglutide should
not be used in patients with type 1
diabetes mellitus or for the
treatment of diabetic ketoacidosis.

Trulicity is indicated in adult with
type 2 diabetes mellitus to inmrove
glycaemic control as :
Monotherapy
when diet and exercise alone do
not provide adequate glycaemic
control in patients for whom the
use of metformin is considered
inappropriate due to intoolerance
or Contraindications
add-on therapy
In combination with other glucoselowering medicinal
products
including insulin, When these,
together with diet and exercis, do
not provide adequate glycaemic
control (See section 5.1 for data
with
respect
to
different
combinations)

Contraindications:
Hypersensitivity to the active
substance or to any of the
excipients.
Side Effect: Dulaglutide should
not be used in patients with type 1
diabetes mellitus or for the
treatment of diabetic ketoacidosis.

‡UKwbK¨vj mve- mfvi wm×všÍ
KwgwUi mfvi
wm×všÍ

Status
(New
Molecule/
Existing)
New

FSC/CPP

USA

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b Kiv
nj|

New

USA

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b Kiv
nj|

নং

cÖ¯‘ZKvi‡Ki bvg

10. Manufacturer:
Sandoz GmbH, Austria
Local Agent:
(Novartis Bangladesh
Ltd) AHN Tower (7th)
floor, 13, bir uttam c.r.
dutta road Biponan, C/A,
Dhaka-1000.

Jl‡ai bvg

Sandostatin LAR
Powder and
solvent for
suspension for
injection 10 mg

†RwbwiK bvg

‡_ivwcDwUK K¬vm

wb‡`©kbv

Contraindication &
Side-effect

Octreotide Acetate Ph. Gr. 11.20mg eq.
to Octreotide INN 10 mg

Anticancer

Treatment
of
patients
with
acromegaly:
 in whom surgery or radiotherapy
is inappropriate or ineffective, or
in the interim period until
radiotherapy becomes fully
effective.
Gastro-entero-pancreatic
(GEP)
endocrine tumors:
Treatment of patients with symptoms
associated with functional gastroentero-pancreatic (GEP) endocrine
tumors:

Carcinoid tumors with features of
the carcinoid syndrome.
 VIPomas.
 Glucagonomas.
 Gastrinomas/Zollinger-Ellison
syndrome.
 Insulinomas, for pre-operative
control of hypoglycemia and for
maintenance therapy.
 GRFomas.

Contraindication:
Known
hypersensitivity to octreotide or to any
of the excipients.

Status
(New
Molecule/
Existing)
New

FSC/CPP

‡UKwbK¨vj mve- mfvi wm×všÍ
KwgwUi mfvi
wm×všÍ

Austria and
Switzerland

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b Kiv
nj|

Austria and
Switzerland

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b Kiv
nj|

Side Effects: Most commonly
reported side effects are diarrhea,
abdominal pain, nausea, flatulence,
headache, hyperglycaemia and
constipation. Commonly reported
effects are dizziness, localized pain,
thyroid dysfunction, vomiting, loose
stools, impaired glucose tolerance
and hypoglycaemia.

Treatment of patients with advanced,
well-differentiated
(G1,
G2)
Neuroendocrine Tumors of the midgut.

11. Manufacturer: Sandoz
GmbH, Austria
Local Agent:
(Novartis Bangladesh
Ltd) AHN Tower (7th)
floor, 13, bir uttam c.r.
dutta road Biponan, C/A,
Dhaka-1000.
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Sandostatin LAR
Powder and
solvent for
suspension for
injection 20 mg

Octreotide Acetate Ph. Gr. 22.40mg eq.
to Octreotide INN 20 mg

Anticancer

DO

DO

New

নং

cÖ¯‘ZKvi‡Ki bvg

12. Manufacturer:Sandoz
GmbH, Austria
Local Agent:
(Novartis Bangladesh
Ltd) AHN Tower (7th)
floor, 13, bir uttam c.r.
dutta road Biponan, C/A,
Dhaka-1000.

Jl‡ai bvg

†RwbwiK bvg

‡_ivwcDwUK K¬vm

wb‡`©kbv

Contraindication &
Side-effect

Sandostatin LAR
30 mg Powder and
solvent for
suspension for
injection

Octreotide Acetate Ph. Gr. 33.60mg eq.
to Octreotide INN 30 mg

Anticancer

Treatment
of
patients
with
acromegaly:
 in whom surgery or radiotherapy
is inappropriate or ineffective, or
in the interim period until
radiotherapy becomes fully
effective.
Gastro-entero-pancreatic
(GEP)
endocrine tumors:
Treatment of patients with symptoms
associated with functional gastroentero-pancreatic (GEP) endocrine
tumors:

Carcinoid tumors with features of
the carcinoid syndrome.
 VIPomas.
 Glucagonomas.
 Gastrinomas/Zollinger-Ellison
syndrome.
 Insulinomas, for pre-operative
control of hypoglycemia and for
maintenance therapy.
 GRFomas.

Contraindication:
Known
hypersensitivity to octreotide or to any
of the excipients.

Status
(New
Molecule/
Existing)
New

FSC/CPP

‡UKwbK¨vj mve- mfvi wm×všÍ
KwgwUi mfvi
wm×všÍ

Austria and
Switzerland

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b Kiv
nj|

EMA

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b Kiv
nj|

Side Effects: Most commonly
reported side effects are diarrhea,
abdominal pain, nausea, flatulence,
headache, hyperglycaemia and
constipation. Commonly reported
effects are dizziness, localized pain,
thyroid dysfunction, vomiting, loose
stools, impaired glucose tolerance
and hypoglycaemia.

Treatment of patients with advanced,
well-differentiated
(G1,
G2)
Neuroendocrine Tumors of the midgut.

13. Merck Serono S.p.A.
Italy (Responsible for
batch release), Merck
Serono S.A. Switzerland
(Responsible for primary
& secondary packaging )
Local agent :
Janata Traders
TCB Bhabon , 1 kawran
Bazar, Dhaka
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Gonal- f solution
for Injection in a
prefilled pen
300 IU/0.5ml

Follitropin alfa 300IU/0.5ml
(22 microgram /0.5ml)

Human Follicle
Stimulating
Hormone

-

Anovulation
including
polycystic ovarian syndrome
in women who have been
unresponsive to treatment
with clomiphene citrate.

- Stimulation of multifollicular
development
in
women
undergoing superovulation for
assisted reproductive technologies
(ART) such as in vitro fertilisation
(IVF), gamete intra-fallopian
transfer (GIFT) and zygote intra-

Contraindications:
Allergy
(hypersensitivity) to the active
ingredient follitropin alfa, FSH
or to any of the excipients (see
section 'Composition' above) s
Tumours of the hypothalamus
or pituitary gland s Large
ovaries or sacs of fluids within
the ovaries (ovarian cyst) not
due to polycystic ovarian
syndrome s Unexplained
vaginal
bleeding

New

fallopian transfer (ZIFT).
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(gynaecological haemorrhages
of unknown aetiology) s
Cancer in the ovaries, uterus
or breasts GONAL-f® must not
be used when an effective
response cannot be obtained,
such as: s primary ovarian
failure s malformations of
sexual organs incompatible
with pregnancy s fibroid
tumours of the uterus
incompatible with pregnancy s
primary testicular insufficiency
Do not use GONAL-f ® if any
of the above applies to you. If
you are not sure, talk to your
doctor or pharmacist before
using this medicine.
Side Effect : The following
medical events have been
reported
subsequent
to
pregnancies resulting from
Gonal-F® (follitropin alfa)
therapy in controlled clinical
studies:
1. Spontaneous Abortion
2. Ectopic Pregnancy
3. Premature Labor
4. Postpartum Fever
5. Congenital abnormalities

নং

cÖ¯‘ZKvi‡Ki bvg

14. Merck Serono S.p.A.
Italy (Responsible for
batch release), Merck
Serono S.A. Switzerland
(Responsible for primary
& secondary packaging )
Local agent :
Janata Traders
TCB Bhabon , 1 kawran
Bazar, Dhaka

Jl‡ai bvg

Gonal- f solution
for Injection in a
prefilled pen
900IU/1.5ml

†RwbwiK bvg

‡_ivwcDwUK K¬vm

Follitropin alfa 900IU/1.5ml
(66.0 microgram /1.5ml)

Human Follicle
Stimulating
Hormone

wb‡`©kbv

-

Anovulation
including
polycystic ovarian syndrome
in women who have been
unresponsive to treatment
with clomiphene citrate.

- Stimulation of multifollicular
development
in
women
undergoing superovulation for
assisted reproductive technologies
(ART) such as in vitro fertilisation
(IVF), gamete intra-fallopian
transfer (GIFT) and zygote intrafallopian transfer (ZIFT).

Contraindication &
Side-effect

Contraindications:
Allergy
(hypersensitivity) to the active
ingredient follitropin alfa, FSH or
to any of the excipients (see
section 'Composition' above) s
Tumours of the hypothalamus or
pituitary gland s Large ovaries or
sacs of fluids within the ovaries
(ovarian cyst) not due to
polycystic ovarian syndrome s
Unexplained vaginal bleeding
(gynaecological haemorrhages of
unknown aetiology) s Cancer in
the ovaries, uterus or breasts
GONAL-f® must not be used
when an effective response
cannot be obtained, such as: s
primary ovarian failure s
malformations of sexual organs
incompatible with pregnancy s
fibroid tumours of the uterus
incompatible with pregnancy s
primary testicular insufficiency Do
not use GONAL-f ® if any of the
above applies to you. If you are
not sure, talk to your doctor or
pharmacist before using this
medicine.
Side Effect : The following medical
events
have
been
reported
subsequent to pregnancies resulting
from Gonal-F® (follitropin alfa)
therapy in controlled clinical studies:
1. Spontaneous Abortion
2. Ectopic Pregnancy
3. Premature Labor
4. Postpartum Fever
5. Congenital abnormalities
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15. Trommsdorff GmbH &
Co. Kg ,
TrommsdoffsreBe 2-6
52477 Alsdorf, Germany
.
Local agent:
Zas Corporation
80/22, Mymensingh Road
, Banglamotor , Dhaka
16. Manufacturer:
Haupt
Pharma
Wolfrastshausen GmbH,
pfaffenrieder Str.5,82515,
Germany
Local agent:
Zas Corporation
80/22,
Mymensingh
Road, Banglamotor ,
Dhaka-1000
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Zalain Vaginal
Suppository

Sertaconazol Nitrate EU. Ph. 0.30g

Methotrexate
PhaRes 5mg/2ml
(Solution for
Injection )

Methotrexate 5mg/2ml

‡_ivwcDwUK K¬vm

wb‡`©kbv

Contraindication &
Side-effect

Antifungal

Local Treatment of infections by
Candida of the Vaginal mucosa.

Contraindication:
Known
hypersensitivity to an antimycotic of
the imidazoles group or to one of the
Excipients.
Side Effect: The absence of systemic
absorption of Sertaconazole after the
application of a vaginal suppository by
vaginal route makes it hardly probable
that side-effects appear.

Antineoplastic
Chemotherapy;
Breast Carcinoma, Leukaemia,
Meningeal Leukaemia & Psoriasis
Chemotherapy.

Contraindication: Patients with
significantly
impaired
renal
function, hepatic function, Preexisting blood dyscrasias, such as
significant marrow hypoplasia,
leucopenia, thrombocytopenia or
anaemia, laboratory evidence of
immunodeficiency
syndrome
methotrexate is contraindicated in
pregnancy. Methotrexate in breast
fed infants allergic hypersensitivity
methotrexate.
Side Effect: Skin: severe,
occasionally fatal, dermatologic
reactions,
Hepatic
toxicity
resulting in significant elevations
of liver enzymes, Urogenital
systems renal failure, azotaemia,
cystitis,
haematuria,
blood
eosinophilia,
headaches,
drowsiness,
blurred
vision,
aphasia
cognitive
disorder
Nervous systems. Ear disorders
tinnitus,
eye
disorders
Conjunctivitis.Vasculitis,
hypotension,
thromboembolic
events vascular disorder.

Anticancer

Status
(New
Molecule/
Existing)
New

FSC/CPP

‡UKwbK¨vj mve- mfvi wm×všÍ
KwgwUi mfvi
wm×všÍ

Germany

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b Kiv
nj|

New

Germany

Aby‡gv`b Kiv
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Aby‡gv`b Kiv
nj|

নং

cÖ¯‘ZKvi‡Ki bvg

17. Manufacturer:
Haupt Pharma
Wolfrastshausen GmbH,
pfaffenrieder Str.5,82515,
Germany
Local agent:
Zas Corporation
80/22, Mymensingh
Road, Banglamotor ,
Dhaka-1000

Jl‡ai bvg

Methotrexate
PhaRes 50mg/2ml
(Solution for
Injection )

†RwbwiK bvg

Methotrexate 50mg/2ml

‡_ivwcDwUK K¬vm

wb‡`©kbv

Contraindication &
Side-effect

Anticancer

Antineoplastic
Chemotherapy;
Breast Carcinoma, Leukaemia,
Meningeal Leukaemia & Psoriasis
Chemotherapy.

Contraindication: Patients with
significantly
impaired
renal
function, heparic function, Preexisting blood dyscrasias, such as
significant marrow hypoplasia,
leucopenia, thrombocytopenia or
anaemia, laboratory evidence of
immunodeficiency
syndrome
methotrexate is contraindicated in
pregnancy. Methotrexate in breast
fed infants allergic hypersensitivity
methotrexate.
Side Effect: Skin: severe,
occasionally fatal, dermatologic
reactions,
hepatic
toxicity
resulting in significant elevations
of liver enzymes, Urogenital
systems renal failure, azotaemia,
cystitis,
haematuria,
blood
eosinophilia,
headaches,
drowsiness,
blurred
vision,
aphasia
cognitive
disorder
Nervous systems. Ear disorders
tinnitus,
eye
disorders
Conjunctivitis.Vasculitis,
hypotension,
thromboembolic
events vascular disorder
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18. Manufacturer:
Haupt Pharma
Wolfrastshausen GmbH,
pfaffenrieder Str.5,82515,
Germany
Local agent:
Zas Corporation
80/22, Mymensingh
Road, Banglamotor ,
Dhaka-1000

Jl‡ai bvg

Methotrexate
PhaRes
1000mg/4ml
(Solution for
Injection )

†RwbwiK bvg

Methotrexate 25mg/ml

‡_ivwcDwUK K¬vm

wb‡`©kbv

Contraindication &
Side-effect

Anticancer

Antineoplastic
Chemotherapy;
Breast Carcinoma, Leukaemia,
Meningeal Leukaemia & Psoriasis
Chemotherapy.

Contraindication: Patients with
significantly
impaired
renal
function, heparic function, Preexisting blood dyscrasias, such as
significant marrow hypoplasia,
leucopenia, thrombocytopenia or
anaemia, laboratory evidence of
immunodeficiency
syndrome
methotrexate is contraindicated in
pregnancy. Methotrexate in breast
fed infants allergic hypersensitivity
methotrexate.
Side Effect: Skin severe,
occasionally fatal, dermatologic
reactions,
hepatic
toxicity
resulting in significant elevations
of liver enzymes, Urogenital
systems renal failure, azotaemia,
cystitis,
haematuria,
blood
eosinophilia,
headaches,
drowsiness,
blurred
vision,
aphasia
cognitive
disorder
Nervous systems. Ear disorders
tinnitus,
eye
disorders
Conjunctivitis.Vasculitis
,hypotension,
thromboembolic
events vascular disorder
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19. Manufacturer:
Kedrion
S.P.A
Via
Provincial
localita`
Bolognana
55027
Gallicano (LU)- Italy.
Local agent:
Zas Corporation
80/22,
Mymensingh
Road,
Banglamotor,
Dhaka-1000

IMMUNOHBs
(Solution for
Injection for
Intramuscular use)

20. Manufacturer:
Xellia Pharmaceuticals
ApS, Dalslandsgade 11
2300 Copenhagen, s,
Denmark

Colistimethate
Sodium, 1 Million
International Units
(IU) Powder for
Solution for
Injection or Infusion

Local agent:
Zas Corporation
80/22, Mymensingh Road
, Banglamotor , Dhaka1000
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Human Hepatitis B Immunoglobulin
180IU/ml

‡_ivwcDwUK K¬vm

wb‡`©kbv

Contraindication &
Side-effect

Immunoglobulin

Prophylaxis against Hepatitis B
infection in adults and children
over 2 years of age who have not
been vaccinated against Hepatitis
B.

Contraindication:
Hypersensitivity to the active
substances or any of the
excipients.

Prophylaxis in neonates born to
HBsAG positive mother.

Colistimethate Sodium, 1 Million
International Units (IU)

Antibiotic

Intravenous administration for the
treatment of some serious
infections caused by Gramnegative bacteria, including those
of the lower respiratory tract and
urinary tract,
when more
commonly
used
systemic
antibacterial agents may be
contra-indicated or may be
ineffective because of bacterial
resistance

Status
(New
Molecule/
Existing)
New

FSC/CPP

‡UKwbK¨vj mve- mfvi wm×všÍ
KwgwUi mfvi
wm×všÍ

Italy,
Switzerland

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b Kiv
nj|

Denmark &
MHRA-UK

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b Kiv
nj|

Side effect: Skin reaction,
Erythema, Fever, Malaise, Chill,
pain at injection site.

Contraindication:
Hypersensitivity to Colistimethate
sodium or to polymyxin B
In cystic fibrosis patient’s
neurological events have been
reported in up to 27% of patients.
These are generally mild and
resolve during or shortly after
treatment.

New

Annex-C: Propose Product List for Import (Veterinary)
bs
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‡_ivwcDwUK K¬vm
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Contraindication & Side-effect

COLIMICINA Polvo
Hidrosoluble
205,000,000IU/100gm
Water Soluble Powder

Colistin
sulphate
205,000,000IU/100gm

Antibacterial

Prevention and treatment of infections in
the gastrointestinal tract, caused by
Gram-negative microorganisms: E. coli,
Salmonella, Shigella, Proteus,
Pseudomonas, Klebsiella, etc.
• Poultry: colibacillosis, salmonellosis,
unspecific diarrhoea.
• Pigs, cattle: colibacillosis,
salmonellosis, bacterial enteritis.

Contra-indication: Do not administer
in animals with renal insufficiency.

Laboratorios Calier,
S.A., Spain

AQUACOLI 2000,000
IU/ml Solution for use in
drinking water

Colistin (as Colistin
sulfate) 2MIU/ml

Antibacterial

Local Agent:
NEXUS Distributor
House no. 49/K jail
Road,
Mymensingh,
Bangladesh

(Veterinary)

Treatment and metaphylasix of enteric
infections caused by non-invasive
Escherichia coli suspectible to colistin.
The presence of the disease in the hard
should
be
established
before
metaphylactic treatment

Manufacturer: SP
veterinaria,
S.A.,Spain

COCCIVEX Oral solution

Amprolium
Chlorhidate 226.2mg
eq. to Amprolium 200
mg/per ml

Anticoccidial

Treatment of coccidiosis in broilers,
turkeys, hens, ovine and caprine.

Contra-indication & Side-effect : Do
not use in horse, particularly in foals
since colistin, due to to a shift in the
gastrointestinal microflora balance
could lead to the development of
antimicrobial
associated
colitis
(Colitis X), typically associated tieh
Clostridium difficile, which may be
fatal. Do not use in cases of known
hypersensitivity to the active
substance or to any of the excipients.
Do not use in case of resistance to
the polymyxin.
Contra-indication: Not reported

Local Agent:
Haychem
(Bangladesh)Limited,
Plot-18/19 BSCIC
Industrial area,
Maskanda,
Mymensing

`

Manufacturer: SP
veterinaria,
S.A.,Spain

Jl‡ai bvg

Local Agent:
Haychem
(Bangladesh)Limited,
Plot-18/19 BSCIC
Industrial area ,
Maskanda,Mymensin
g

2.

3.
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Side-effects: Not reported.

Side-effects : If thiamine-deficient
diets, paresia and polyneuritis can
occur. It is corrected by administering
thiamine

New

Spain

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b Kiv
nj|

New

Spain

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b Kiv
nj|
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4.

Laboratorios Calier,
S.A., Spain

Jl‡ai bvg

†RwbwiK bvg

‡_ivwcDwUK K¬vm

wb‡`©kbv

Contraindication & Side-effect

INMUNAIR 17.5 Solution

Inactivated Cells of
propionibacterium
acnes
0.17mg +
Lipopolysaccharide
from E Coli 0.05 mg/ml

Immunomodulato
r

In broilers, pullets and hens (layers and
breeders :
INMUNAIR 17.5 improves the immune status
of vaccinated poultry against Marek’s
disease when applied at three week interval
after vaccination.
It increases the protection index of
vaccinated poultry against infectious bursitis.
It reduces mortality, clinical symp0toms
and/or lesions caused by the virus of
mareik’s disease. It reduces lesions and
damage of zootechnical parameters produce
by
the infection of Mycoplasma
gallisepticum. It reduces mortality and
damage of zootechnial parameters produced
by subgroup J avian leukosis virus. It
reduces lesions produced by the virus of
infectious bursitis.
INMUNAIR 17.5 is recommended in critical
periods of poultry’s productive life when they
are under stress conditions and are more
susceptible to infectious disease.

Contraindications: Have not been
described
Side-effect: Have not been
described

Live
attenuated
Newcastle
Disease
Virus, strain CLONE:
106 EID50 +
Live attenuated Avian
Infectious Bronchitis
Virus, strain H120: 103
EID50
Inactivated ND virus:
50 PD50 + Inactivated
IBD
virus
strain
Winterfield
2512:RP≥1*
*RP= Relative potency
(Test
ELISA),
compared
to
a
reference vaccine

Vaccine

Prevention against Newcastle Disease
and Infectious Bronchitis in chickens.

Contraindications: There are not
contra-indications.

(Veterinary)
Local Agent:
NEXUS Distributor
House no. 49/K jail
Road, Mymensingh,
Bangladesh

5.

6.

IZO S.r.l. a socio
unico, S.S. 234 Km
28,2-27013 Chignolo
Po (PV), ITALY
Local Agent:
Renata Ltd., Mirpur,
Dhaka

IZOVAC H120 – CLONE
freeze-dried Live Vaccine

IZO S.r.l. a socio
unico, S.S. 234 Km
28,2-27013 Chignolo
Po (PV), ITALY

IZOVAC ND-IBD
Emulsified inactivated
Vaccine

Local Agent: Renata
Ltd., Mirpur, Dhaka
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Aby‡gv`b Kiv
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Side Effects: There are not sideeffects.

Vaccine

Prevention of Newcastle Disease and
Gumboro Disease

Contraindications: There are not
contra-indications.
Side Effects: There are not sideeffects.
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7.

IZO S.r.l. a socio
unico, S.S. 234 Km
28,2-27013 Chignolo
Po (PV), ITALY

IZOVAC ND-EDS-IB
Emulsion for Injection for
chickens

Inactivated Newcastle
Disease Virus, strain
La Sota:≥50 PD50 +
Inactivated EDS ’76
virus strain 127: as
from phEu +

Vaccine

Prevention of Newcastle Disease, EDS
’76 and Infectious Bronchitis in Breeders
and Layers

Local Agent:
Renata Ltd., Mirpur,
Dhaka

8.

9.

IZO S.r.l. a socio
unico, S.S. 234 Km
28,2-27013 Chignolo
Po (PV), ITALY
Local Agent:
Renata Ltd., Mirpur,
Dhaka
LAPROVET Hungary
Veterinary
Pharmaceuticals Ltd.
Hungary
Local Agent:
Navana
Pharmaceuticals Ltd.
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IZOVAC MG
Emulsified inactivated
Vaccine against
Mycoplasma
gallisepticum

ITA ND+IB+EDS+COR
ABC (Inactivated)
Vaccine

Inactivated Infectious
Bronchitis virus, strain
M41, D274, D1466: as
from
Inactivated cultures of
Mycoplasma
gallisepticum strain S6:1.5x1010 CFU

Inactivated Newcastle
disease virus, strain
NDV-SZ LaSota….min
PD50 + infectious
bronchitis virus, strain
M-41…..induced
min.4.4log2HI + egg
drop syndrome 76 virus,
Strain B8/78…. induced
min.7 log2 HI +
Avibacterium
paragallinarum,
serotype
A
min.
7log10CFU
+
Avibacterium
paragallinarum,
serotype
B
min.
7log10CFU
+
Avibacterium
paragallinarum,
serotype
C
min.
7log10CFU

Contraindication & Side-effect

Contraindications: There are not
contra-indications.

Status
FSC/CPP ‡UKwbK¨vj mve
(New/Existing)
KwgwUi mfvi
wm×všÍ
Aby‡gv`b Kiv
New
Italy
†h‡Z cv‡i|

mfvi wm×všÍ

Aby‡gv`b Kiv
nj|

Side Effects: There are not sideeffects.

Vaccine

Prevention of Mycoplasma gallisepticum
infection

There are not contra-indications.
There are not side-effects.

Vaccine

It is recommended for the vaccination of
breeder and laying type chicken flocks,
previously immunized against ND, IB,
EDS and infectious Coryza, in order to
prevent mortality, reduce clinical signs
and lesions of the diseases.

Contra-indications:
contraindications are known

No

Side effects: Vaccination does not
cause systemic reactions at site of
injection a swelling of pea size may
develop; majority of cases this
disappears In 2-3 weeks.

New

Italy

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b Kiv
nj|

New

Hungary

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b Kiv
nj|
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10. Lohmann
Animal
Health GmbH
Heinz-Lohmann-Str.
4,
D-27472 Cuxhaven
Germany

Jl‡ai bvg

†RwbwiK bvg

‡_ivwcDwUK K¬vm

wb‡`©kbv

Contraindication & Side-effect

AviPro ND C131
Lyophilisate
for
suspension Vaccine(Vet)

Live
Newcastle
Disease
virus, strain Clone 131
≥106.0 EID50/Dose

Vaccine

Contra-indication: Do not use in
clinically ill or weakened animals.
Side Effects: Transient mild
respiratory reactions (coughing or
sneezing) may be observed.

AviPro IBD Xtreme (vet)
Lyophilisate
for
suspension With Diluent
Vaccine

Live Infectious Bursal
Disease (IBD) Virus,
Strain V217 ≥101.5
EID50/Dose

Vaccine

For active immunization of chickens
against Newcastle disease to reduce
clinical
signs,
mortality,
organ
colonization and virus excretion.
Onset of immunity: 1 week (3 weeks in
MDA positive chickens)
Duration of immunity:
- broilers: at least 4 weeks after
vaccination
- layers/ breeders: at least 20 weeks
after the application of the complete
vaccine
scheme performed accordingly with the
recommended scheme described under
point
4.9 (based on serological levels)
For active immunization of chickens to
reduce clinical disease, weight loss,
mortality and acute lesions of the bursa
of Fabricius associated with infection
caused by very virulent avian Infectious
Bursal Disease (IBD) viruses. Onset of
immunity: at least 1 week
Duration of immunity in broilers: at least
4 weeks based on serology
Duration of immunity in layers: at least
12 weeks

Local Agent:
Elanco Bangladesh
Limited
6 Kemal Ataturk
Avenue,
Banani,
Dhaka-1213

11. Lohmann
Animal
Health GmbH
Heinz-Lohmann-Str.
4,
D-27472 Cuxhaven
Germany
Local Agent:
Elanco Bangladesh
Limited, 6 Kemal
Ataturk Avenue,
Banani, Dhaka-1213
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Contra-indication: Do not use in
clinically ill or weakened animals
Side Effects: On day 7 postvaccination, severe lymphocyte
depletion is seen in the bursae of the
majority of birds. Lymphocyte
repopulation commences 7 days after
vaccination but notable lesions still
remain in the bursae of the birds at
day 28 post vaccination.

Status
FSC/CPP ‡UKwbK¨vj mve
(New/Existing)
KwgwUi mfvi
wm×všÍ
New
Germany Aby‡gv`b Kiv
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New

Germany

Aby‡gv`b Kiv
†h‡Z cv‡i|
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Aby‡gv`b Kiv
nj|

Aby‡gv`b Kiv
nj|

bs

cÖ¯‘ZKvi‡Ki bvg I
wVKvbv

12. Lohmann Animal
Health GmbH
Heinz-Lohmann-Str.
4,
D-27472 Cuxhaven
Germany
Local Agent:
Elanco Bangladesh
Limited, 6 Kemal
Ataturk Avenue,
Banani, Dhaka-1213
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AviPro Salmonella DUO
Lyophilisate for
suspension

†RwbwiK bvg

‡_ivwcDwUK K¬vm
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Live
attenuated
Salmonella Enteritidis
strain Sm24/Rif12/Ssq
≥ 1 x 108 CFU + Live
attenuated Salmonella
Typhimurium
strain
Nal2/Rif9/Rtt ≥ 1 x 108
CFU/ Dose

Vaccine

Chickens (future breeders and future
layer hens): For active immunisation of
chickens to reduce faecal excretion and
colonisation of internal organs with
Salmonella Enteritidis and Salmonella
Typhimurium field strains and to reduce
colonisation of eggs with Salmonella
Enteritidis field strains.
Onset of immunity: 15 days
Duration of immunity after last
vaccination:
52 weeks against
Salmonella Enteritidis field
strains and 46 weeks against
Salmonella Typhimurium field strains.
Turkey breeders and turkeys for meat
production:
For active immunisation of turkeys to
reduce colonization of internal organs
with Salmonella
Enteritidis and Salmonella Typhimurium
field strains.
Onset of immunity: 21 days
Duration of immunity after last
vaccination: Future breeders: 30 weeks
against Salmonella
Enteritidis field strains and 28 weeks
against Salmonella Typhimurium field
strains. Turkeys for meat production: 10
weeks against Salmonella Enteritidis
field strains and against Salmonella
Typhimurium field strains.
Ducks for meat production:
For active immunisation of ducks to
reduce colonisation of internal organs
with Salmonella
Enteritidis and Typhimurium field
strains.
Onset of immunity: 22 days
Duration of immunity: 50 days

Contraindication & Side-effect

Contra-indication: Do not use in
clinically ill or weakened animals.
Side Effects: None known.

Status
FSC/CPP ‡UKwbK¨vj mve
(New/Existing)
KwgwUi mfvi
wm×všÍ
New
Germany Aby‡gv`b Kiv
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13. Manufacturer : SCI
CO. Ltd. 593,
Seonggok- RI,,
Gyeolseong- Myeon,
Hongseong- GUn,
ChungcheongnamDO, korea
Local agent:
M/S. rafique
Medicine, College
55/B, Hazi zahir
Bhaban,
Sobahanbag, Saver,
Dhaka.

Jl‡ai bvg

GIT Amino Acid

†RwbwiK bvg

Amino Acid, Fatty acid &
minerals
Amino Acid (Per Kg)
Alanine 22,400 mg
Arginine 17,100 mg
Aspartam Acid 30,000 mg
Cystein 4,400 mg
Glutamic Acid 63,100 mg
Glycine 24,400 mg
Histidine 8,000 mg
Isoleucine 15,100 mg
Leucine 31,000 mg
Lysine 19,000 mg
Methionine 7,600 mg
Phenylalanine 14,500 mg
Proline 17,700 mg
Serube 13,800 mg
Threonine 14,200 mg
Tryptophan 2,200 mg
Tyrosine 11,000 mg
Valine 20,000 mg
Fatty Acid (Per Kg)
Linoleic Acid (%) 2,216
Oleic Acid (%) 1,316
Palmitoletic Acid (%) 1,916
Steric Acid (%) 1,100
Satyrated Fatty Acid (%)
4,655
Unsanturated Fatty Acid (%)
5,495
Total Fatty Acid (%) 9,150
Minerals (Per Kg)
Calcium 8,000 mg
Phosphorus 9,000 mg
Potassium 8,500 mg
Sodium 8,800 mg
Magnesium 800 mg
Iron 10400 mg
Manganese 20 mg
Zinc 1300 mg
Copper 3100 mg
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Contraindication & Side-effect

GIT is a product with a maximum
absorption by hydrolizing the protein
down to molecular level. Its absorption
is 20 times as good as normal protein
preparations. Containing chelated amino
acid and fatty acid minerals, it shows
excellent effects on growth, recovery
and increased immunity

Contraindication: Have not been
described
Side-effect : Have not been
described

Status
FSC/CPP ‡UKwbK¨vj mve
(New/Existing)
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14. Lohmann Animal
Health International
375, China Road,
winslow, USA

Jl‡ai bvg

Avipro 105 ND chick
Vaccine

†RwbwiK bvg

Newcastle
Disease
virus vaccine, killed
virus

‡_ivwcDwUK K¬vm

Vaccine

Local Agent:
C.P. bangladesh CO.
Ltd.House-28 Alaol
avenue, Sector-6,
Uttara, Dhaka-1230

15. Interchemice Werken
de Adelaar B.V.,
Nederland

DOXIN -200 WS Powder

Doxycycline Hyclate
Ph. Eu. 100mg +
Tylosin Tartrate Ph.
Eu. 100mg/gm

Antibiotic

DIMOSAN WS powder

Colistin Sulphate Ph.
Eu. 1,200,000IU +
Amoxycillin Trihydrate
Ph. Eu. 200mg/gm

Antibiotic

Local Agent:
C.P. bangladesh CO.
Ltd.House-28 Alaol
avenue, Sector-6,
Uttara, Dhaka-1230

16. Interchemice Werken
de Adelaar B.V.,
Nederland
Local Agent:
C.P. bangladesh CO.
Ltd.House-28 Alaol
avenue, Sector-6,
Uttara, Dhaka-1230
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Contraindication & Side-effect

AVIPRO® 105 ND-CHICK has been
developed specifically for use in young
chicks in geographical areas where
highly pathogenic Newcastle disease is
endemic. It is recommended that it be
injected subcutaneously into one day
old chicks and that it be used in
conjunction with the Hitchner B1 strain
of live virus Newcastle disease vaccine.
Depending on the prevalence of
Newcastle disease, this vaccination
program may be used as late as 10
days of age.
Gastrointestinal
and
respiratory
infections caused by tylosin and
doxycycline sensitive microorganisms,
like
bordetella,
Campylobacter,
Chlamydia, E. coli, Haemophilus,
mycoplasma, Pasteurella, Rickettsia,
Salmonella,
Staphylococcus,
Streptococcus and treponema spp. in
calves, goats, poultry, sheep and swine.

Contraindication : Do not vaccinate
42 days before slaughter.

Gastrointestinal, respiratory and urinary
tract infections caused by amoxicillin
and colistin sesensitive microorganisms,
like
Campylobacter,
Clostridium, c\orynebacterium, E. coli,
Erysipelothrix,
Haemophilus,
Pasteurella, Salmonella, penicillinase
negative
Staphylococcus
and
Streptococcus spp. in calves, goats
poultry, Sheep and swine.

Status
FSC/CPP ‡UKwbK¨vj mve
(New/Existing)
KwgwUi mfvi
wm×všÍ
Aby‡gv`b Kiv
New
USA
†h‡Z cv‡i|

mfvi wm×všÍ

Aby‡gv`b Kiv
nj|

Side effects : Hypersensitivity
reactions may occur.

Contraindication: Hypersensitivity to
tetracyclines
and/or
tylosin.
administration to animals with a
seriously impaired hepatic function.
Concurrent
adiministration
of
penicillins,
cephalosporins,
quinolones
and
cycloserine.
Administration to animals with an
microbial digestion.
Side effects: Discoloration of teeth in
young animals. Hypersensitivity
reactions. Diarrhoea may occur.
Contraindication: Hypersensitivity to
amoxicillin
and/or
colistin.
Administration to aminals with a
seriously impaired renal function,
Concurrent
and
lincosamides.
Administration to animals with an
microbial digestion.
Side effects : Hypersensitivity
reactions,
renal
dysfunction,
neurotoxicity and neuromuscular
blockade.

New

Aby‡gv`b Kiv
The
Netherland †h‡Z cv‡i|
s

Aby‡gv`b Kiv
nj|

Aby‡gv`b Kiv
The
Netherland †h‡Z cv‡i|
s

Aby‡gv`b Kiv
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17. Interchemice Werken
de Adelaar B.V.,
Nederland

Jl‡ai bvg

COLOXAN WS Powder

†RwbwiK bvg

‡_ivwcDwUK K¬vm

wb‡`©kbv

Contraindication & Side-effect

Doxycycline Hyclate
Ph. Eu. 100mg +
Colistin Sulphate Ph.
Eu. 1,200,000 IU/gm

Antibiotic

Gastrointestinal, respiratory and urinary
tract infections caused by amoxicillin
and colistin sesensitive microorganisms,
like
Campylobacter,
Clostridium, c\orynebacterium, E. coli,
Erysipelothrix,
Haemophilus,
Pasteurella, Salmonella, penicillinase
negative
Staphylococcus
and
Streptococcus spp. in calves, goats
poultry, Sheep and swine.

Contraindication: Hypersensitivity to
amoxicillin
and/or
colistin.
Administration to aminals with a
seriously impaired renal function,
Concurrent
and
lincosamides.
Administration to animals with an
microbial digestion.

Local Agent:
C.P. bangladesh CO.
Ltd.House-28 Alaol
avenue, Sector-6,
Uttara, Dhaka-1230

18. Interchemice Werken
de Adelaar B.V.,
Nederland
Local Agent:
C.P. bangladesh CO.
Ltd.House-28 Alaol
avenue, Sector-6,
Uttara, Dhaka-1230

INTROFLOR-100 Oral
liquid

Florfenicol 100mg/ml

Antibiotic

Introflor-100 Oral liquid is indicated for
preventive and therapeutic treatment of
gastrointestinal and respiratory tract
infections, caused by florfenicol
sensitive micro- organisms such as
actinobaccillusspp. pasteurella spp.
Salmonella Spp. and Steptoccus spp. in
swine and poultry. The presence of the
disease in the herd should be
established before preventive treatment.
Medication should be initiated promptly
when respiratory disease is diagnosed.

Side effects: It can cause
discoloration
of
the
teeth
Hypersensitivity reactions, Changes
in the digestion can occur as well as
intestinal dysbiosis, accumulation of
gases or diarrhea easier.
Contraindication: Not to be used in
board intended for breeding
purposes, or in animals producing
egg or milk for human consumption.
do not administer in cases of
previous hypersensitivity to florfenicol
the use of introflor 100 oral during
pregnancy and lactation is not
recommended. the product shuld not
be used or stored in galvanized metal
watering system or containers.
Side effects: A decrease in food and
water consumption and transient
sofetening of the faeces or diarrhoea
may occur during the treatment
period. The treated animals recover
quickly and competely upon
terminiation of treatment. In swine,
commonly observed adverse effects
of the rectum. These effects are
transient.
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19. Manufacturer:
WooGene B&G Co.,
Ltd. 230,
Jeongmunsongsanro, Yanggam-myeon,
Hwaseong-si,
Gyeonggi-do,
Republic of korea.

Jl‡ai bvg

Wellclin-C
Liquid Disinfectant

†RwbwiK bvg

Quaternary ammonium
chloride as QAC (nAlkyl dimenthyl Benzyl
Ammonium Chloride,
n- Alkyl Dimenthyl
Ethylbenzyl
Ammonium Chloride)
100gm + Citric Acid
Hydrate 200gm/kg

‡_ivwcDwUK K¬vm

Disinfectant

wb‡`©kbv

Disinfection
(Salmonella
Ovis) and
Influenza)

against
bacteria
Typhimurium, Brucella
Virus (FMDV, Avian

Contraindication & Side-effect

Contraindications: Gastric
Lavage, neutralization, activated
charcol.

Status
FSC/CPP ‡UKwbK¨vj mve
(New/Existing)
KwgwUi mfvi
wm×všÍ
Aby‡gv`b Kiv
new
Korea
†h‡Z cv‡i|

mfvi wm×všÍ

Aby‡gv`b Kiv
nj|

Side effects: Not Known

Local Agent:
Cebac Animsal care,
23/1 Dilu Road, New
Eskaton, Dhaka,
Bangladesh.
20. Manufacturer:
WooGene B&G Co.,
Ltd. 230,
Jeongmunsongsanro, Yanggam-myeon,
Hwaseong-si,
Gyeonggi-do,
Republic of korea.
Local Agent: Cebac
Animsal care, 23/1
Dilu Road, New
Eskaton,
Dhaka,
Bangladesh.
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Florject 400/ml Injection

Florfenicol 400mg/1ml

Antibiotic

It is indicated for preventive and
therapeutic treatment of gastrointestinal
and respiratory tract infections, caused
by florfenicol sensitive micro- organisms
such as actinobaccillusspp. pasteurella
spp. Salmonella Spp. and Steptoccus
spp. in swine and poultry. The presence
of the disease in the herd should be
established before preventive treatment.
Medication should be initiated promptly
when respiratory disease is diagnosed.

Contraindication: Not to be used in
board intended for breeding
purposes, or in animals producing
egg or milk for human consumption.
do not administer in cases of
previous hypersensitivity to florfenicol
the use of introflor 100 oral during
pregnancy and lactation is not
recommended. the product shuld not
be used or stored in galvanized metal
watering system or containers.
Side effects: A decrease in food and
water consumption and transient
sofetening of the faeces or diarrhoea
may occur during the treatment
period. The treated animals recover
quickly and competely upon
terminiation of treatment. In swine,
commonly observed adverse effects
of the rectum. These effects are
transient.

new

Korea

Aby‡gv`b Kiv
†h‡Z cv‡i|

Aby‡gv`b Kiv
nj|

Annex-D: Proposed Product for Local (Medical Devices)
Sl
No

cÖ¯‘ZKvi‡Ki bvg

evwYwR¨K bvg

‡gwW‡Kj wWfvB‡mi bvg

K¬vm

wb‡`©kbv/e¨envi

1.

JMI
hospital JMI
Sterile
Requisite Mfg. Ltd., Disposable Scalpel
7/A
Shantibag,
Dhaka-1217

Scalpel handle (Acrynonitrile Butadine
Styrine Medical grade 4.89gm) + Blade
(Stainless steel Medical grade) +
Protective cap (Liner low density
polyethylene Medical grade 2.303gm)

B

Sterile Disposable Scalpel use for
surgery, anatomical dissection in
surgical operation. Also used to
make small incision in skin and
muscle.

2.

JMI
hospital JMI Sononned
Requisite Mfg. Ltd.,
7/A
Shantibag, Atraumitic Needle for
Dhaka-1217
peripheral nerve block

B

Sononned used for facilitating a
principal nerve block procedure.
The
needle
has
several
fenestration along it’s length to
allow and efflux of local anesthetic
into particular facial compartment
to treat a corresponding
peripheral nerve.

3.

JMI
hospital JMI Alcohol prer pads
Requisite Mfg. Ltd.,
7/A
Shantibag,
Dhaka-1217

Cannula (Stainless steel Medical grade) +
Tubing (Poly vinyl Chloride Medical grate
2.73gm) + Wings hub (Poly vinyl Chloride
Medical grate 0.3gm) + Needle cap (Poly
vinyl Chloride Medical grate 0.5gm) + Luer
hub (Acrynonitrile Butadine Styrine Medical
grade 0.238gm) + Thread Stopper (High
Density polyethylene Medical grade 0.35gm
+ Master Batch Medical grade 0.014gm) +
Adhesive (Epoxy resin Medical grade
0.001ml + Epoxy Hardener Medical Grade
0.001ml) + Cylohexanone Medical Grade
0.01ml + Siliconization (Silicoat Medical
grade 0.01ml + n-hexana Medical grade
0.01ml)
Non Woven Fabric + Isopropyl Alcohol (70%
v/v) (Medical Grade 0.335gm)

A

It is used for antiseptic skin
preparation prior to injection or
venipuncture.

†UKwbK¨vj mve-KwgwU mfvi wm×všÍ

mfvi wm×všÍ

c`wU wb¤œ ewY©Z k‡Z© Aby‡gv`b Kiv
†h‡Z cv‡i:
1| ‡iwR‡óªk‡bi c~‡e© c`wUi †mdwU WvUv
`vwLj Ki‡Z n‡e|
2| †iwR‡÷ªk‡bi c~‡e© ey‡qU KZ©„K
mvwU©wd‡KU MÖnY Ki‡Z n‡e|

c`wU wb¤œ ewY©Z k‡Z© Aby‡gv`b
Kiv nj:
1| ‡iwR‡óªk‡bi c~‡e© c`wUi
†mdwU WvUv `vwLj Ki‡Z n‡e|
2| †iwR‡÷ªk‡bi c~‡e© ey‡qU
KZ©„K mvwU©wd‡KU MÖnY Ki‡Z
n‡e|
c`wU wb¤œ ewY©Z k‡Z© Aby‡gv`b Kiv
c`wU wb¤œ ewY©Z k‡Z© Aby‡gv`b
†h‡Z cv‡i:
Kiv nj:
1| ‡iwR‡óªk‡bi c~‡e© c`wUi †mdwU WvUv 1| ‡iwR‡óªk‡bi c~‡e© c`wUi
`vwLj Ki‡Z n‡e|
†mdwU WvUv `vwLj Ki‡Z n‡e|
2| †iwR‡÷ªk‡bi c~‡e© ey‡qU KZ©„K
2| †iwR‡÷ªk‡bi c~‡e© ey‡qU
mvwU©wd‡KU MÖnY Ki‡Z n‡e|
KZ©„K mvwU©wd‡KU MÖnY Ki‡Z
n‡e|
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Annex-E: Proposed Product for Import (Medical Devices)
Sl
No

cÖ¯‘ZKvi‡Ki bvg

evwYwR¨K bvg

‡gwW‡Kj wWfvB‡mi bvg

K¬vm

4.

Manufacturer:
Smith & Nephew
Medical Limited, UK

Allevyn Gentle Border

Dressing

C

ActiPatch

Electromagnetic
Therapy

B

Local Agent:
UniMed Ltd., House
No. 46, Sheikh Kamal
Saroni, Road No. 16,
Rangs Nasim (7th
Floor) Square,
Dhanmondi

5.

Manufacturer:
Bioelectronics
CORPORATION, USA

(Muskoskeletal Pain
relief)

Local Agent:
Multiple Health Pharma
Ltd, 33 kawran Bazar,
Shah Ali Tower (11th
Floor), Dhaka-1212

6.

Manufacturer:
Alcon Laboratories Inc,
USA
Local Agent:
Globex
Marketing
Company Ltd.
RH Home Center (6th
Floor) 74/B/1, Green
Road, Dhaka-1215

Alcon Cutting
Instruments

Ophthalmic Knives and
Blades

B

FSC/CPP

‡UKwbK¨vj
mve KwgwUi
mfvi wm×všÍ

ALLEVYN Gentle Border dressings are indicated Contraindications: Not known
for use on:
 Shallow, granulating wounds
Side Effects: Not known
 Chronic and acute exudative wounds
 Full and partial thickness wounds such as
pressure ulcers, leg ulcers and diabetic foot
ulcers
 Infected wounds
 Malignant wounds
 Surgical wounds
 First and second degree burns
 Donor sites
 Oncological wounds
 Epidermolysis bullosa wounds

MHRA-UK

Aby‡gv`b Kiv Aby‡gv`b Kiv nj|
†h‡Z cv‡i|

ActiPatch provides advanced long-lasting chronic pain
relief using Electromagnetic Pulse Therapy and works
great for back pain, knee pain, muscle & joint pain,
arthritis, sciatica, fibromyalgia, strains, sprains and
more. ActiPatch® is drug and ingredient-free so is safe
for continuous use and can be used while taking any
other medication. Unlike a TENS machine, you will not
feel heat or vibration. In fact, ActiPatch® is completely
sensation free, so the only thing you are going to feel is
better.

USA
EC
Certificate

Aby‡gv`b Kiv Aby‡gv`b Kiv nj|
†h‡Z cv‡i|

USA

Aby‡gv`b Kiv Aby‡gv`b Kiv nj|
†h‡Z cv‡i|

wb‡`©kbv

It is used to vitreoretinal surgery of human eye.

Contraindication & Side-effect

Contraindications: None
Side Effects: None
Hazards and Cautions: ActiPatch should
not be used by persons with a cardiac
pacemaker,
cardioverter
defibillator,
neurostimulator or any active medical or
metallic implant that is within the area of
application. ActiPatch should not be used by
women who are pregnant or think they may
be pregnant. See product insert for more
information. Can be used in conjunction with
medications.
Contraindication: Not Known
Side Effects: Not Known

mfvi wm×všÍ

Sl
No

cÖ¯‘ZKvi‡Ki bvg

evwYwR¨K bvg

‡gwW‡Kj wWfvB‡mi bvg

7.

Manufacturer:
BioElectronics
Corporation, USA

ALLAY

Electromagnetic
Therapy

8.

Local Agent:
Multiple Health Pharma
Ltd, 33 kawran Bazar,
Shah Ali Tower (11th
Floor), Dhaka-1212
Manufacturer:
Becton Dickinson and
Company, UK

K¬vm

wb‡`©kbv

B

Allay® is drug-free micro medical device that uses
Electromagnetic Pulse Therapy to reduce menstrual
pain and discomfort. Allay® is a wafer-thin, discreet,
lightweight, and comfortable and is designed to provide
24/7 continual use throughout your entire period.

Contraindications: None
Side Effects: None

EC
Certificate

Arterial Blood Gas syringe is sterile, single use, medical
devices specifically intended to be used for the
collection, primary containment and preservation of
blood specimens derived from the human body for the
purposes of in Vitro diagnostic Examination. It is also
used to collect blood either by aspiration or by presetting to a desired volume and allowing the syringe to
fill under arterial blood pressure. The syringes contain
calcium balanced lithium heparin to prevent clotting of
the sample.
CardioSoft is designed to acquire, process, record,
archive, analyzeand output ECG data (12 and 15
leads) during a period of physiologic stress or during a
resting ECG test and acquire data from ancillary
devices, such as spirometry and ambulatory blood
pressure devices. Furthermore, it provides median
morphology recordings and records ECG in real-time
with and without arrhythmia detection.
The arrhythmia detection algorithm of CardioSoft is
provided to the user for the convenience of automatic
detection of arrhythmias but does not provide alarms.
CardioSoft provides the control of external devices.
These are typically treadmills and bicycle ergometers.
Additionally, CardioSoft communicates with centralized
electronic/digital storage systems via data networks.

Contraindication: Not Known
Side Effects: Not Known

MHRA-UK

(Menstrual Pain relief)

BD A-line Arterial Blood
collection Syringe

Arterial
Syringe

Blood

Gas

B

Branch Office:
Becton Dickinson India
Pvt. Ltd.80, Kakrail
Dhaka

9.

Manufacturer:
GE Medical Systems
Information
Technologies, Inc.
8200 West Tower
Avenue, Milwaukee, WI
53223 USA
Agent:
GE
Healthcare
Bangladesh
Ltd.
Shanta
Western
Tower, OS # 804,
Level # 08, 186
Tejgaon I/ A Dhaka
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CardioSoft
Cardiac
Testing System

Cardiac Testing System

B
(P-141)

Contraindication & Side-effect

FSC/CPP

USA

‡UKwbK¨vj
mve KwgwUi
mfvi wm×všÍ

mfvi wm×všÍ
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EC
Certificate

Contra-Indications: None.
Side Effect: None.

USA
EC
ECtificate

Aby‡gv`b Kiv Aby‡gv`b Kiv nj|
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10.

Manufacturer:
GE Medical Systems
Information
Technologies, Inc.
8200 West Tower
Avenue, Milwaukee, WI
53223 USA

CASE Cardiac Testing
System

Cardiac Testing System

B

CASE Cardiac Testing System is intended to be used by
trained operators under direct supervision of alicensed health
care practitioner on adult and pediatric patients. The CASE
Cardiac Testing System isdesigned to acquire process,
record, archive, analyze and output (12 and 15 lead) ECG
data during a period ofphysiologic stress or during a resting
ECG test, acquire data from ancillary devices (such as
Spirometry andAmbulatory Blood Pressure), provide median
morphology recordings and record ECG in real-time with and
withoutarrhythmia detection. The arrhythmia detection portion
of CASE Cardiac Testing System is provided to theuser for
the convenience of automatic detection of arrhythmias but
does not provide alarms.
CASE Cardiac Testing System provides the control of
external device (typically a treadmill or Ergometer)and
communicates with centralized electronic/digital storage
system via network. CASE Cardiac TestingSystem provides a
user selectable option for printouts of prognostic scores on
select reports. Vector loops are alsoavailable.
CASE Cardiac Testing System can be configured in a
network environment for multiple CASE stations allowing the
user to create a central database of patient demographics
and collected patientphysiological data.
CASE Cardiac Testing System is intended to be used
primarily in the hospital but can be used in clinics, physician
offices, outreach centers or wherever exercise, stress testing,
ECG, Spirometry or ambulatory blood pressuretesting is
performed.
CASE Cardiac Testing System offers no diagnostic opinion to
the user. Instead it provides interpretivestatements of
morphology, rhythm, and conduction for which the physician
renders his/her own medical opinion.CASE Cardiac Testing
System is not intended to be used as a transport device or for
home use. CASE Cardiac Testing System is not intended for
the use as a vital signs physiological monitor or
forintracardiac use.

Local Agent:
GE
Healthcare
Bangladesh
Ltd.
Shanta
Western
Tower, OS # 804,
Level # 08, 186
Tejgaon I/ A Dhaka

59 | P a g e

(P-29)

Contraindication & Side-effect

Contraindication: None, as identified in the
Clinical Evaluation Summary and User Manual.
Side effect: None

FSC/CPP

USA
EC
ECtificate

‡UKwbK¨vj
mve KwgwUi
mfvi wm×všÍ
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11.

Manufacturer:
Echosens,
France

12.

13.

evwYwR¨K bvg

‡gwW‡Kj wWfvB‡mi bvg

K¬vm

wb‡`©kbv

FibroScan

Ultrasound Diagnostic
Device & associated
probes

B

Examination with FibroScan is also called transient
elastography which is a technique used to asses Liver
Stiffness (measured in kPa correlated to Fibrosis) and
Controlled Attenuation Parameter CAP (measured in
dB correlated to steatosis) without invasive
investigation. The result is immediate. It shows the
condition of the liver and allows physicians to diagnose
and monitor disease evaluation in conjunction with
treatment and collateral factors.

Contraindication:
The
FibroScan
examination should not be used on: any
organ other than the liver, wounds, patients
with ascites.

Leukocyte removal filter for Platelet Preparation

Contraindication: None

Paris,

Local Distributor:
KNS Canada (BD),
42, West Tejturi Bazar,
KaziNazrul
Islam
Avenue, 4th Floor,
Dhaka-1215
Manufacturer:
Fujinomiya Factory of
Terumo Corporation,
Japan
Local Agent :
UniMed Ltd., House46, Sheikh Kamal
Soroni, Road-16, Rans
Nasim Sqaure,
Dhanmondi, Dhaka
Manufacturer:
Fujinomiya Factory of
Terumo Corporation,
Japan

IMUGARD III-PL

Blood Transfusion Filter

B

Blood Transfusion Filter

B

FSC/CPP

France

Leukocyte removal filter for Red blood Cell Preparation

mfvi wm×všÍ
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Side-effects: None

Japan

Aby‡gv`b Kiv Aby‡gv`b Kiv nj|
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Contraindication: None

Japan

Aby‡gv`b Kiv Aby‡gv`b Kiv nj|
†h‡Z cv‡i|

India
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Side Effects: None

(P-114)

‡UKwbK¨vj
mve KwgwUi
mfvi wm×všÍ

EC
Certificate

Side Effects: None

(P-114)

IMUGARD III-RC

Contraindication & Side-effect

Local Agent :
UniMed Ltd., Dhaka
14.

Manufacturer:
Kehr Surgical Pvt. Ltd.
Kanpur, India
Local Agent:
JMI Hospital Requisite
Mfg. Ltd.
7/A, Shantibag,
Dhaka-1217
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JMS Brand CS Sterile
Surgical Blades

Blades

B
(P-58)

Used for orthopaedic surgery

Contraindications: Not Known
Side Effects: Not Known

Sl
No

cÖ¯‘ZKvi‡Ki bvg

evwYwR¨K bvg

‡gwW‡Kj wWfvB‡mi bvg

15.

Manufacturer:
Kehr Surgical Pvt. Ltd.
Kanpur, India

JMS Brand SS Sterile
Disposable Scalples

Scalples

16.

Local Agent:
JMI Hospital Requisite
Mfg. Ltd.
7/A, Shantibag,
Dhaka-1217
Manufacturer:
Romsons Scientific &
Surgical Industries Pvt.
Ltd., India

K¬vm

B
(P-58)

Manufacturer:
Wipro GE healthcare
Private Ltd., India
Local Agent:
GE
Healthcare
Bangladesh
Ltd.
Shanta
Western
Tower, OS # 804,
Level # 08, 186
Tejgaon I/ A Dhaka

61 | P a g e

Used for orthopaedic surgery

Contraindication & Side-effect

Contraindications: Not Known

FSC/CPP

‡UKwbK¨vj
mve KwgwUi
mfvi wm×všÍ

mfvi wm×všÍ

India
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India

Aby‡gv`b Kiv Aby‡gv`b Kiv nj|
†h‡Z cv‡i|

Side Effects: Not Known

LARYNGEAL MASK
AIRWAYS-EXCELL

Laryngeal Mask

B

Local Agent:
Barisal Surgical
Rizia Manson, 34/1,
Mitford Road, Dhaka

17.

wb‡`©kbv

Lullaby
Phototherapy

LED

LED Phototherapy

B

Laryngeal Mask Airway –Excell is sterile, single use
device intended to provide elective ventilation in the
operating room & also for use in emergency as an
important accessory device for management of difficult
airway
Laryngeal Mask Airways Excell is a shaped like a
larged endotracheal tube on the proximal end that
connects to an elliptical mask on the distal end. It is
designed to sit in the patients hypopharynx & cover the
supraglottic structures, thereby allowing relative
isolation of the trachea
Laryngeal Mask Airways Excell is an acceptable
alternative to mask anesthesia in the operating room. it
is often used for short procedures, when endotracheal
intubation is not necessary.

No side effects

It is used for the treatment of indirect hyperbilirubinemia in
term and pre-term infants, in a hospital environment - NICUs,
PICUs and
Well-baby Nurseries - administered by trained, professional
medical staff, on the order of a licensed medical practitioner.
The LullabyTMLED Phototherapy System is intended for use
under the direct supervision of a licensed healthcare
practitioner.
The LullabyTMLED Phototherapy System device is not
intended to be operated in mobile vehicles including
ambulances or other vehicles associated with health care
facilities.

Contraindication: None.

EC
Certificate

Side effect: None
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18.

Manufacturer:
Wipro GE healthcare
Private Ltd., India

Lullaby Warmer Prime

19.

20.

Local Agent:
GE
Healthcare
Bangladesh
Ltd.
Shanta
Western
Tower, OS # 804,
Level # 08, 186
Tejgaon I/ A Dhaka
Manufacturer:
Boston
Scientific
Corporation,
300
Boston Scientific Way,
Marlborough,
MA
01752, USA
Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh
Manufacturer:
GE Medical Systems
Information
Technologies, Inc.
8200 West Tower
Avenue, Milwaukee, WI
53223 USA
Local agent:
GE
Healthcare
Bangladesh
Ltd.
Shanta
Western
Tower, OS # 804,
Level # 08, 186
Tejgaon I/ A Dhaka
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Malecot nephrostomy
Catheter set

MUSE
Cardiology
Information
System
Application Software
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Infant Warmer

B

Infant warmers provide heat in a controlled manner to
infants who are unable to maintain thermoregulation
based on their own physiology. Infant warmers may be
used to facilitatethe newborn’s transition to the external
environment or to provide a controlled open
microenvironment

Contraindication: None.
Side effect: None

It is intended to establish percutaneous nephrostomy
drainage and is indicated for the following:
Diagnostic Indications:
Antegrade pyelography,
Pressure/perfusion study (Whitaker test),

Contraindications:
The
Malecot
Nephrostomy Catheter Set is not indicated
for use in patients with blood clotting
anomalies due to coagulopathies or
pharmacological anticoagulations.

Therapeutic Indications: Nephrostomy catheter
drainage, Perfusion chemolysis of renal stones,
Percutaneous nephrolithotomy, Percutaneous resection
and coagulation of urothelial tumors

Adverse Event: Hemorrhage, Subcapsular
renal hematoma, Bleeding from iatrogenic
arteriovenous-caliceal fistulas, Edema,
Extravasation, Loss of renal function, Sepsis

The MUSE Cardiology Information System is intended to
store, access and manage cardiovascular information on
adult and pediatric patients. The information consists of
measurements, text, and digitized waveforms. The MUSE
Cardiology Information System provides the ability to review
and edit electrocardiographic procedures on screen, through
the use of reviewing, measuring, and editing tools including
ECG serial comparison and interpretive 12-lead analysis. The
MUSE Cardiology Information System is intended to be used
under the direct supervision of a licensed healthcare
practitioner, by trained operators in a hospital or facility
providing patient care. The MUSE Cardiology Information
System is not intended for real-time patient monitoring. The
MUSE Cardiology Information System is not intended for
pediatric serial comparison.

Contraindication: The MUSE is not
intended for primary monitoring, pediatric
serial comparison, real time patient
monitoring or for the transfer of timesensitive data.

Nephrostomy Catheters
and Catheter set

Cardiology Information
System
Application
Software

B

B
(P-141)

Contraindication & Side-effect
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21.

Manufacturer:
Susruta Instruments
Pvt. Ltd., India
Local Agent:
Access
Medical
Services
R.H Home Center
74/B/1, Green Road
Dhaka-1215
Manufacturer:
Haemonetics Malaysia
Sdn. Bhd., Malaysia

Ophthalmic
Microsurgical
Blades

Ophthalmic
Microsurgical
Blades

22.

23.

24.

Local Agent:
MBioLogix
205, Shahid Syed
Nazrul Islam Swarani
Bijoy Nagar (3rd Floor)
Dhaka-1000
Manufacturer:
Romsons Scientific &
Surgical Industries Pvt.
Ltd., India
Local Agent:
Barisal Surgical
Rizia Manson, 34/1,
Mitford Road, Dhaka
Manufacturer:
Romsons Scientific &
Surgical Industries Pvt.
Ltd., India
Local Agent:
Barisal Surgical
Rizia Manson, 34/1,
Mitford Road, Dhaka
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Knives,

PLT & PLS SetW/Filter

Knives,

Platelet & Plasma
Therapeutics

K¬vm

B
(P-119)

B
(P-114)

Romo ADK

Abdominal Drainage Kit

B

wb‡`©kbv

It is used for Eye Surgery

Contraindication & Side-effect

Contraindication: Not Known.
Side Effects: None

FSC/CPP

India
EC
Certificate

Swiszerland

Closed set for automated Platelet collection Plasma
collection is optional. Platelet Bags allows 7 days
storage. Leukodeplation filter for continuos filtration
during procedure and it is one ar procedure.

Contraindication: None
Side Effects: None

EC
Certificate

Intended for management of the post-operative
abdominal drainage

No side effects

India
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Romsons ECG
Electrodes

ECG Electrodes

B

Single Use Disposable ECG electrodes for recording &
Monitoring ECG.

No side effects

India
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25.

Manufacturer:
Romsons Scientific &
Surgical Industries Pvt.
Ltd., India

Romsons
Nasopharyngeal
Airways

Nasopharyngeal
Airways

SIGNA Creator (8
Channel) / SIGNA
Explorer (16 Channel)

Nuclear
Resonance
System

26.

Local Agent:
Barisal Surgical
Rizia Manson, 34/1,
Mitford Road, Dhaka
Manufacturer:
GE Healthcare (Tianjin)
Company Limited
No.266 Jingsan Road
Tianjin
Airport
Economic Area,Tianjin,
P.R. China 300308
Local Agent:
GE
Healthcare
Bangladesh
Ltd.
Shanta
Western
Tower, OS # 804,
Level # 08, 186
Tejgaon I/ A Dhaka1208

Magnetic
Imaging

K¬vm

B

B
(P-102)

wb‡`©kbv

Contraindication & Side-effect

Nasopharyngeal Airways are suitable for use as an
alternative when the oropharyngeal airways are
occluded.

No side effects

The systems are whole body magnetic resonance
scanner designed to support high resolution, high
signal-to-noise ratio, and short scan times. It is
indicated for use as a diagnostic imaging device to
produce axial, sagittal, coronal, and oblique images,
spectroscopic images, parametric maps, and/or
spectra, dynamic images of the structures and/or
functions of the entire body, including, but not limited
to, head, neck, TMJ, spine, breast, heart, abdomen,
pelvis, joints, prostate, blood vessels, and
musculoskeletal regions of the body. Depending on the
region of interest being imaged, contrast agents may
be used.

Contraindication: The use of MR systems is
contraindicated (i.e., not advised) for patient and
MR workers with any ofthe following, since the
magnetic and electromagnetic fields produced by
the MR system mayinterfere with the operation of
these devices: electrically, magnetically, or
mechanically activated implants (e.g., cardiac
pacemakers and ferrous/electrically activated
cardiac catheters); Intracranial aneurysm clips.

The images produced by the system reflect the spatial
distribution or molecular environment of nuclei
exhibiting magnetic resonance. These images and/or
spectra when interpreted by a trained physician yield
information that may assist in diagnosis.

India
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In general, patients with conductive (e.g. metallic)
implants are contraindicated for MR scans. Some
implantable devices have been labeled as MR
Conditional under certain operating conditions.
MR Safe implants will have the MR Safe symbol
in their implant documentation. When evaluating
whether to proceed with MR scanning on patients
with such implants, consultthe implantable
device’s labeling.
MR Safe: For patients with implants that are
labeled as MR Safe, consult the implantable
device’slabeling.
MR Conditional: For patients with implants that
are labeled as MR Conditional, consult
theimplantable device’s labeling.
MR Unsafe: Patients with implantable devices
that are MR Unsafe are contraindicated.
If the levelof MR compatibility is not known, then
an implantable device should be considered
MRUnsafe.
Side effect: None
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27.

Manufacturer:
GE Medical Systems
Information
Technologies, Inc.
8200 West Tower
Avenue
Milwaukee, WI 53223
USA
Local Agent:
GE
Healthcare
Bangladesh
Ltd.
Shanta
Western
Tower, OS # 804,
Level # 08, 186
Tejgaon I/ A Dhaka1208
Manufacturer:
Haemonetics Malaysia
Sdn. Bhd., Malaysia

28.

29.

Local Agent:
MBioLogix
205, Shahid Syed
Nazrul Islam Swarani
Bijoy Nagar (3rd Floor)
Dhaka-1000
Romsons International
(Unit-II), India
Local Agent:
Barisal Surgical
Rizia Mansion
34/1 Mitford Road
Dhaka-1100
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T2100 Treadmill

Therapeutic Plasma
Exchange Sets (TPE)
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Treadmill

B
(P-89)

It is intended for use with any of the several GE
Medical Systems Information Technologies exercise
testing systems, for administering a controlled exercise
load during a diagnostic stress test. It is intended to be
used primarily in the hospital but can be used in clinics,
physician offices, outreach centers or wherever
exercise stress testing with a treadmill is performed.
The T2100 Treadmill is not suitable for use in domestic
establishments and those directly connected to the
public low-voltage power supply network that supplies
buildings used for domestic purposes. It is intended for
use by qualified medical personnel who have received
proper product training. It will be used typically for 120
diagnostic stress tests per week.

Contraindication: None.
Side effect: None

EC
Certificate

B

The TPE disposable set is used to collect plasma from
a patient and replace it with fluid, such as Albumin, FFp
or balanced electrolyte solution

Contraindication: None

Swiszerland

Plasma Therapeutics

(P-114)

Contraindication & Side-effect

FSC/CPP

USA

Side Effects: None

EC
Certificate

No side effects

India
Ec
Certificate
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Replacement solution administration can be machine
controlled or optionally operator control through a
second venous access.

Male Cath

Condom Catheter

B

Male Cath is a sterile single use Male Comdom
catheter (External or Penile Sheath intended for
management of urine incontinence.
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30.

Datex-Ohmeda, Inc.
3030 Ohmeda Drive
PO Box 7550
Madison, WI 537077550, USA
Local agent:
GE
Healthcare
Bangladesh
Ltd.,
Shanta
Western
Tower, 186, Tejgaon.
Dhaka

Carestation
620/650/650c

GAS-Machine,
Anesthesia

Manufacturer :
Boston Scientific Limited,
Ballybrit Business Park,
Galaway, Ireland

2D Helical

31.

K¬vm

wb‡`©kbv

C
(P-29)

The Carestation 620/650/650canesthesia systems are
intended toprovide general inhalation anesthesiaand
ventilatory support to a wide range of patients
(neonate, pediatric, andadult). The anesthesia systems
aresuitable for use in a patientenvironment, such as
hospitals, surgicalcenters, or clinics. The systems
areintended to be operated by a clinicianqualified in the
administration ofgeneral anesthesia.

Contraindication: None.

2D Helical - 35 Fibered Platinum Coils are intended for
arterial and venous embolizations in the peripheral
vasculature.

Contraindications: None known.
Adverse Events: The complications that
may result from a peripheral embolization
procedure include, but are not limited to:
• Complications related to catheterization
(e.g., hematoma at the site of entry, vessel
injury, etc.) Death, Emboli, Foreign body
reactions necessitating medical intervention,
Hemorrhage, Infection necessitating medical
intervention, Ischemia, Pain, Recanalization,
Temporary neurological deficit, Tissue,
necrosis, Undesirable clot formation of the
vasculature, Vasospasm
CONTRAINDICAT IONS: None known.
ADVERSE EVENTS: The complications that
may result from a peripheral embolization
procedure include, but are not limited to:
• Complications related to catheterization
(e.g., hematoma at the site of entry, vessel
injury, etc.) Death, Emboli, Foreign body,
reactions necessitating medical intervention,
Hemorrhage, Infection necessitating medical
intervention, Ischemia, Pain, Recanalization,
Temporary neurological deficit, Tissue,
necrosis, Undesirable clot formation of the
vasculature, Vasospasm

(Three Gas system:
Oxygen, Air, Nitrous
Oxide)

Fibered Platinum Coil

C

Legal Manufacturer:
Boston Scientific
Corporation, USA
Local Agent :
Vastech Limited,
Nurjehan Tower (6th
Floor), 80/22 Mymensingh
Road Dhaka

32.

Manufacturer :
Boston Scientific Limited,
Ballybrit Business Park,
Galaway, Ireland
Legal Manufacturer:
Boston Scientific
Corporation, USA
Local Agent :
Vastech Limited,
Nurjehan Tower (6th
Floor), 80/22 Mymensingh
Road Dhaka
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Complex Helical

Fibered Platinum Coil

C

Boston Scientific’s 0.018 Fibered Platinum Coils are
intended for arterial and venous embolizations in the
peripheral vasculature. The Coil Pusher-16 is intended
to be used in conjunction with a microcatheter to
deliver and deploy 0.018 pushable occlusion coils.

Contraindication & Side-effect

Side effect: None

FSC/CPP

USA
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33.

Manufacturer :
Boston Scientific Limited,
Ballybrit Business Park,
Galaway, Ireland

Direxion

Torqueable
Microcatheter

C

The Direxion and Direxion HI-FLO Torqueable
Microcatheters are intended for peripheral vascular
use. The pre-loaded Fathom and Transend Guidewires
can be used to selectively introduce and position the
microcatheter in the peripheral vasculature. The
microcatheter can be used for controlled and selective
infusion of diagnostic, embolic, or therapeutic materials
into the vessel.

Contraindications: None known.
Adverse events: The Adverse Events
include, but are not limited to: Allergic
reaction,
Death,
Embolism,
Hemorrhage/Hematoma,
Infection,
Pseudoaneurysm,
Stroke,
Vascular,
thrombosis, Vessel occlusion, Vessel spasm,
Vessel trauma (dissection, perforation,
rupture)

Peripheral Artery Stent

C

It is indicated for the treatment of peripheral vascular
lesions and obstructions.

Contraindication: Generally, contraindications for percutaneous
transluminal angioplasty (PTA) are also contraindications for
stent placement. Contraindications for the use of the
Epic Nitinol Vascular Stent System include, but may not be
limited to:
• Patients with highly calcified lesions resistant to PTA.
• Patients with a target lesion with a large amount of adjacent
acute or subacute thrombus.
• Patients with uncorrected bleeding disorders or patients who
cannot receive anticoagulation or antiplatelet aggregation
therapy.
• Patients with perforated vessels evidenced by extravasation
of contrast media.
• A lesion that is within or adjacent to an aneurysm.
• Patients with excessive vessel tortuosity.

Legal Manufacturer:
Boston Scientific
Corporation, USA

34.

Local Agent :
Vastech Limited,
Nurjehan Tower (6th
Floor), 80/22 Mymensingh
Road Dhaka
Manufacturer :
Boston Scientific Limited,
Ballybrit Business Park,
Galaway, Ireland
Legal Manufacturer:
Boston Scientific
Corporation, USA
Local Agent :
Vastech Limited,
Nurjehan Tower (6th
Floor), 80/22 Mymensingh
Road Dhaka

Epic Over-the Wire SelfExpanding Nitinol Stent
with Delivery System

Contraindication & Side-effect

Adverse events: Potential adverse events that may occur
following intravascular stent implantation include, but are not
limited to: Abscess, Allergic reaction (to drug, contrast, device
or other), Amputation, Aneurysm, Angina/coronary ischemia,
Arrhythmia, Arteriovenous fistula, Death, Drug reactions,
Embolization (air, plaque, thrombus, device, or other),
Entanglement of delivery system indeployed stent, Fever, GI
bleeding, Hemorrhage/hematoma, Hypotension/hypertension,
Myocardial Infarction (MI), Need for urgent intervention or
surgery, Pseudoaneurysm, Renal insufficiency or failure,
Restenosis of stented artery, Sepsis/infection, Stent fracture,
Stent migration, Stent misplacement/jumping, Stent thrombosis
with
possible
neurological
injury,
Stroke,
Thrombosis/thrombus,Tissue ischemia/necrosis, Vasospasm,
Vessel injury, examples include perforation, dissection, intimal
tear, rupture, Vessel occlusion
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35.

Manufacturer :
Boston Scientific Limited,
Ballybrit Business Park,
Galaway, Ireland

FATHOM Steerable
Guidewire

Guidewire

Innova Self-Expanding
Stent System

Peripheral Artery Stent

K¬vm

wb‡`©kbv

C

The FATHOM -16 Steerable Guidewire is intended for
general intravascular use in the peripheral vasculature. It can
be used to selectively introduce and position catheters and
other interventional devices within the peripheral vasculature.
This device should be used only by physicians trained in
percutaneous, intravascular techniques and procedures.

Contraindication: Not Known.
Adverse events: Complications attributed to
endovascular procedures are the following:
Vessel trauma, Vessel damage, Embolism
(catheter/device, air bubble, plaque, thrombus, air
embolism, thromboembolism), Pseudoaneurysm,
Seizure/stroke, Vessel dissection, Hematoma at
the puncture site, Nerve injury, Infection,
Perforation of the vessel, Vessel spasm,
Hemorrhage, Vascular thrombosis, Vessel
occlusion, Death, Bleeding, Failed treatment,
Inability to position guidewire, Damage to the
catheter

The Innova Self-Expanding Stent System is indicated for the
treatment of peripheral vascular lesions.

Contraindication: The Innova Self-Expanding Stent System is
contraindicated for use in any situation in which percutaneous
transluminal angioplasty (PTA) is contraindicated and also, but
not limited to:
• Patients with highly calcified lesions resistant to PTA.
• Patients with a persistent, intraluminal thrombus at the target
lesion.
• Patients with uncorrected bleeding disorders or patients who
cannot receive anticoagulation or antiplatelet aggregation
therapy.
• Patients with perforated vessels evidenced by extravasation
of contrast media.
• A lesion that is within or adjacent to an aneurysm.
• Patients with excessive vessel tortuosity.
• Patients that present with a lesion that cannot be completely
dilated with an angioplasty balloon or do not allow for proper
placement of a stent.
Adverse events: Potential adverse events that may occur
following intravascular stent implantation include, but are not
limited to: Abscess, Allergic reaction (to drug, contrast, device
or other), Amputation, Aneurysm, Angina/coronary ischemia,
Arrhythmia, Arteriovenous fistula, Death, Drug reactions,
Embolization (air, plaque, thrombus, device, or other),
Entanglement of delivery system indeployed stent, Fever, GI
bleeding, Hemorrhage/hematoma, Hypotension/hypertension,
Myocardial Infarction (MI), Need for urgent intervention or
surgery, Pseudoaneurysm, Renal insufficiency or failure,
Restenosis of stented artery, Sepsis/infection, Stent fracture,
Stent migration, Stent misplacement/jumping, Stent thrombosis
with
possible
neurological
injury,
Stroke,
Thrombosis/thrombus,Tissue ischemia/necrosis, Vasospasm,
Vessel injury, examples include perforation, dissection, intimal
tear, rupture, Vessel occlusion

Legal Manufacturer:
Boston Scientific
Corporation, USA

36.

Local Agent :
Vastech Limited,
Nurjehan Tower (6th
Floor), 80/22 Mymensingh
Road Dhaka
Manufacturer :
Boston Scientific Limited,
Ballybrit Business Park,
Galaway, Ireland
Legal Manufacturer:
Boston Scientific
Corporation, USA
Local Agent :
Vastech Limited,
Nurjehan Tower (6th
Floor), 80/22 Mymensingh
Road Dhaka
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37.

Manufacturer :
Boston Scientific Limited,
Ballybrit Business Park,
Galaway, Ireland

Renegade

Fiber Braided
Microcatheter

K¬vm

wb‡`©kbv

C

The Renegade Fiber Braided Microcatheter is intended
for peripheral vascular use. The microcatheter can be
coaxially tracked over a steerable guidewire in order to
access distal, tortuous vasculature. Once the
subselective region has been accessed, the
microcatheter can be used for the controlled and
selective infusion of diagnostic, embolic, or therapeutic
materials into vessels. Diagnostic, embolic, or
therapeutic agents to be used in accordance with
specifications outlined by the manufacturer.

CONTRAINDICAT IONS: None Known.
ADVERSE EVENTS: The Adverse Events
include, but are not limited to:
• Vessel trauma
• Embolism
• Hemorrhage/Hematoma
• Vasospasm
• Infection
• Air embolism
• Allergic reaction

EC
Certificate

The Renegade HI-FLO Microcatheter is intended for
peripheral vascular use. The microcatheter can be coaxially
tracked over a steerable guidewire in order to access distal,
tortuous vasculature. Once the subselective region has been
accessed, the microcatheter can be used for the controlled
and selective infusion of diagnostic, embolic, or therapeutic
materials into vessels. Diagnostic, embolic, or therapeutic
agents to be used in accordance with specifications outlined
by the manufacturer.

Contraindication: Not Known.
Side Effects: The Adverse Events include, but
are not limited to: Vessel trauma, Embolism,
Hemorrhage/Hematoma, Vasospasm, Infection,
Air embolism, Allergic reaction

Ireland

The Renegade HI-FLO FATHOM System is intended for
peripheral vascular use. The FATHOM Guidewire can be
used to selectively introduce and position the Renegade HIFLO Microcatheter in the peripheral vasculature. The
microcatheter can be used for controlled and selective
infusion of diagnostic, embolic, or therapeutic materials into
vessels.

Contraindication: Not Known.
Adverse events: The Adverse Events include,
but are not limited to: Allergic reaction, Death,
Embolism, Hemorrhage/Hematoma, Infection,
Pseudoaneurysm, Stroke, Vascular thrombosis,
Vessel occlusion, Vessel spasm, Vessel trauma
(dissection, perforation, rupture)

Legal Manufacturer:
Boston Scientific
Corporation, USA

38.

Local Agent :
Vastech Limited,
Nurjehan Tower (6th
Floor), 80/22 Mymensingh
Road Dhaka
Manufacturer :
Boston Scientific Limited,
Ballybrit Business Park,
Galaway, Ireland

Renegade HI-FLO

Microcatheter

C

Legal Manufacturer:
Boston Scientific
Corporation, USA

39.

Local Agent :
Vastech Limited,
Nurjehan Tower (6th
Floor), 80/22 Mymensingh
Road Dhaka
Manufacturer :
Boston Scientific Limited,
Ballybrit Business Park,
Galaway, Ireland
Legal Manufacturer:
Boston Scientific
Corporation, USA
Local Agent :
Vastech Limited,
Nurjehan Tower (6th
Floor), 80/22 Mymensingh
Road Dhaka
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Renegade HI-FLO
FATHOM System

Microcatheter

C

Contraindication & Side-effect
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40.

Manufacturer :
Boston Scientific
Corporation, USA

Rubicon

Support Catheter

K¬vm
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C

The Rubicon Support Catheter is intended to facilitate
placement and support of guidewires and other
interventional devices within the peripheral vasculature
and to allow for exchange of guidewires, and provide a
conduit for the delivery of saline or contrast solutions.

Contraindications: None known
ADVERSE
EVENTS:
Vascular
catheterization and/or vascular interventions
may result in complications including but not
limited to: Access site pain, Allergic reaction
(drug, contrast, device & other) and
neurological reactions, Death, Hemorrhage
or hematoma, Impaired blood flow due to
thrombosis, embolism, or
vasospasm that could lead to tissue
infarction, limb amputation, and other
thrombo-embolic organ damage such as
renal infarction, Infection/Sepsis, Vessel
injury (dissection, perforation, trauma &
rupture), Vasospasm

It is intended to provide general inhalation anesthesia
and ventilatory support to a wide range of patients. The
devices are intended for volume or pressure control
ventilation.

Contraindication: There aren’t any specific
contraindications for these anesthesia
machines, however, these systems are
designed for hospital use and should only be
used under the orders of a clinician.

Local Agent :
Vastech Limited,
Nurjehan Tower (6th
Floor), 80/22 Mymensingh
Road Dhaka

41.

42.

Manufacturer:
GE Medical Systems
(China) Co., Ltd.
No. 19, Changjiang Road,
Wuxi National Hi-Tech
Dev.
Zone,
214028
Jiangsu, China
Agent: GE Healthcare
Bangladesh Ltd. Shanta
Western Tower, OS #
804, Level # 08, 186
Tejgaon I/ A Dhaka
Manufacturer:
Datex-Ohmeda, Inc.
3030 Ohmeda Drive
PO Box 7550
Madison, WI 53707-7550,
USA
Local Agent:
GE Healthcare
Bangladesh Ltd. Shanta
Western Tower, OS #
804, Level # 08, 186
Tejgaon I/ A Dhaka- 1208
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9100c

Anesthesia System

(Three Gas system:
Oxygen, Air, Nitrous
Oxide)

C
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Contraindication & Side-effect

FSC/CPP
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Side effect: None

Aespire View
(Anesthesia Machine)

GAS-Machine,
Anesthesia

C
(P-49)

The Aespire View anesthesia system is intended to
provide general inhalation anesthesia and ventilatory
support to a wide range of patients. The device is
intended for volume or pressure control ventilation.

Contraindication:
There
contraindications for Aespire.
Side effect: None

are

no

USA
EC
Certificate
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Contraindication & Side-effect
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ALLEYVN Adhesive dressings are indicated for use on:
Shallow, granulating wounds, Chronic and acute
exudative wounds, Full and partial thickness wounds
such as pressure ulcers, leg ulcers and diabetic foot
ulcers, Infected wounds, Malignant wounds, Surgical
wounds, First and second degree burns, Donor sites
Fungating wounds

Contraindications: Not known

MHRA-UK

Aby‡gv`b Kiv Aby‡gv`b Kiv nj|
†h‡Z cv‡i|

Side Effects: Not known

EC
Certificate

ALLEVYN Gentle Border Lite is indicated for wound
management by secondary intention on shallow,
granulating wounds, chronic and acute low exuding
wounds full and partial thickness wounds including:
Skin tears
Pressure ulcers
Diabetic foot ulcers
Leg ulcers
Fungating wounds
Infected wounds
Malignant wounds
Surgical wounds
Donor sites
First and second degree burns
ALLEVYN Heel is indicated for exudate absorption and
the management of partial to full thickness wounds.
Some typical wounds are: Ulcers (venous, arterial,
diabetic), Pressure Sores, Surgical Incisions, Surgical
Excisions, Burns (1st and 2nd degree),. Creation and
maintenance of a moist wound environment. Moist
wound environments have been established as optimal
environments for the management of the wound.
Provides physical separation between the wound and
external environments to assist in preventing bacterial
contamination of the wound.

Contraindications: Not known
Side Effects: Not known
Precautions: Do not use ALLEVYN Gentle
Border Sacrum dressing with oxidizing
agents such as hypochlorite solutions (e.g.
EUSOL) or hydrogen peroxide, as these can
break down the absorbent polyurethane
component of the dressing. If reddening or
sensitization occurs discontinue use.

MHRA-UK

Aby‡gv`b Kiv Aby‡gv`b Kiv nj|
†h‡Z cv‡i|

Contraindications: Not known
Side Effects: Not known
Precautions: Do not use ALLEVYN dressings with
oxidising agents such as hypochlorite solutions (e.g.
Dakins) or hydrogen peroxide solutions, as these can
break down the absorbent hydrocellular component of
the dressing. Reddening of the skin around the wound
has been reported rarely following the use of ALLEVYN
dressings. In some cases this relates to irritation of
fragile skin, in others, wound exudate remaining in
contact with peri-wound skin for prolonged periods may
be the cause. Infrequently, cases of sensitivity to the
dressing have also been reported. If reddening or
sensitisation occur, discontinue use and consult a
healthcare professional. ALLEVYN Heel is not indicated
for use on third degree burns.

MHRA-UK
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43.

Manufacturer:
Smith & Nephew
Medical Limited, UK

Allevyn Adhesive

Adhesive Hydrocellular
Foam Dressing

C

44.

Local Agent:
UniMed Ltd., House
No. 46, Sheikh Kamal
Saroni, Road No. 16,
Rangs Nasim (7th
Floor)
Square,
Dhanmondi
Manufacturer:
Smith & Nephew
Medical Limited, UK

Allevyn Gentle Border
Sacrum

Silicone gel adhesive
hydrocellular
foam
dressing

C

Allevyn Heel

Hydrocellular
Dressing

C

Local Agent:
UniMed Ltd., House
No. 46, Sheikh Kamal
Saroni, Road No. 16,
Rangs Nasim (7th
Floor)
Square,
Dhanmondi

45.

Manufacturer:
Smith & Nephew
Medical Limited, UK
Local Agent:
UniMed Ltd., House
No. 46, Sheikh Kamal
Saroni, Road No. 16,
Rangs Nasim (7th
Floor)
Square,
Dhanmondi
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46.

Manufacturer:
Smith & Nephew
Medical Limited, UK

Allevyn Non Adhesive

48.

Manufacturer:
Smith & Nephew
Medical Limited, UK
Local Agent:
UniMed Ltd., House
No. 46, Sheikh Kamal
Saroni, Road No. 16,
Rangs Nasim (7th
Floor)
Square,
Dhanmondi
Manufacturer:
Boston
Scientific
Corporation,
300
Boston Scientific Way,
Marlborough,
MA
01752, USA
Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh
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Allevyn Sacrum

Amplatz Super
Guide wire

Stiff

FSC/CPP
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mfvi wm×všÍ

ALLEVYN Non-Adhesive dressings are indicated for
use on:

Shallow, granulating wounds

Chronic and acute exudative wounds

Full and partial thickness wounds such as
pressure ulcers, leg ulcers and diabetic foot
ulcers

Infected wounds

Malignant wounds

Surgical wounds

First and second degree burns

Donor sites

Fungating ulcers

Oncological Wounds

Epidermolysis bullosa wounds
Exuding granulating wounds (for example: pressure
sores) It can be used in conjunction with
INTRASITE◊ Gel - Hydrogel Wound Dressing for
necrotic or sloughy wounds

Contraindications: Not known

MHRA-UK

Aby‡gv`b Kiv Aby‡gv`b Kiv nj|
†h‡Z cv‡i|

MHRA-UK

Aby‡gv`b Kiv Aby‡gv`b Kiv nj|
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The Amplatz Super Stiff guidewire facilitates catheter
placement and exchange during diagnostic or
interventional procedures.

Contraindications: None known.
Adverse
Events:
Allergic
Reaction,
Amputation, Arteriovenous (AV) Fistula, Death,
Embolism,
Hematoma,
Hemorrhage,
Hemoglobinuria, Infection or Sepsis/Infection,
Myocardial
Ischemia
and/or
Infarction,
Pseudoaneurysm,
Stroke
(CVA)/Transient
Ischemic Attacks (TIA), Thrombus, Vessel
Occlusion, Vessel Perforation, Dissection,
Trauma, or Damage, Vessel Spasm,Wire
Entrapment/Entanglement, Foreign body/Wire
Fracture

USA

Aby‡gv`b Kiv Aby‡gv`b Kiv nj|
†h‡Z cv‡i|

wb‡`©kbv

Non-adhesive
hydrocellular
polyurethane dressing

C

Hydrocellular Adhesive
Sacrum Dressing

C

Local Agent:
UniMed Ltd., House
No. 46, Sheikh Kamal
Saroni, Road No. 16,
Rangs Nasim (7th
Floor)
Square,
Dhanmondi

47.

Contraindication & Side-effect

K¬vm

Peripheral Guidewires

C

mfvi wm×všÍ

Side Effects: Not known

Contraindications: Not known
Side Effects: Not known
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49.

Manufacturer:
GE Hualun Medical
Systems, Co. Ltd,
China

1.

Brivo OEC 715

Mobile C-arm
Product

2.

Brivo OEC 785

3.

Brivo OEC 865

50.

Local Agent:
GE
Healthcare
Bangladesh
Ltd.
Shanta
Western
Tower, OS # 804,
Level # 08, 186
Tejgaon I/ A Dhaka
Manufacturer:
GE Healthcare Finland
Oy, Kuortaneenkatu 2
FI-00510 Helsinki
Finland
Local agent: GE
Healthcare Bangladesh
Ltd., Shanta Western
Tower., 186, Tejgaon.
Dhaka
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CARESCAPE Monitor
B450/ B650/B850

X-ray

Patient Monitoring
system

K¬vm
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C

The OEC® Brivo Mobile C-Arm X-Ray Products are
designed to provide digital spot-film imaging and
fluoroscopic image guidance for all adult and pediatric
populations for orientations between patient anatomy
and surgical instruments. The product is used for
general surgical applications and musculoskeletal
procedures to visualize, for example, implant
localization/s or needle positions for aspirations,
injections or biopsy. The OEC® Brivo® is not indicated
for interventional use.

Contraindication: Pregnant or lactating
women, persons who can’t tolerate surgery,
persons who have mental disorders and
can’t cooperate in surgery.

The CARESCAPE Monitor is a multi-parameter patient monitor
intended for use in multiple areas and intra-hospital transport within a
professional healthcare facility. The CARESCAPE Monitor B450,
B650, B850 is intended for use on adult, pediatric, and neonatal
patients and on one patient at a time. The CARESCAPE Monitor
B450, B650, B850 is indicated for monitoring of:
• hemodynamic (including ECG, ST segment, arrhythmia detection,
ECG diagnostic analysis and measurement, invasive pressure, noninvasive blood pressure, pulseoximetry, cardiac output
(thermodilution and pulse contour), temperature, mixed venous
oxygen saturation, central venous oxygen saturation, and Surgical
Pleth Index),
• respiratory (impedance respiration, airway gases (CO2, O2, N2O,
and anesthetic agents), spirometry, gas exchange), and
• Neurophysiological status (including electroencephalography,
Entropy, Bispectral Index (BIS), andneuromuscular transmission).
The CARESCAPE Monitor B450, B650, B850 also provides alarms,
trends, snapshots and events, and calculations, and can be
connected to displays, printers and recording devices.
The CARESCAPE Monitor B450, B650, B850 can be a stand-alone
monitor or interfaced to other devices. It can also be connected to
other monitors for remote viewing and to data management software
devices via a network.
The CARESCAPE Monitor B450, B650, B850 is intended for use
under the direct supervision of a licensed healthcare practitioner, or
by personnel trained in proper use of the equipment in a professional
healthcare facility.
The CARESCAPE Monitor B450, B650, B850 is not intended for use
during MRI.

Contraindication: The system is not intended for
use in a MRI environment.

C
(P-115)

Contraindication & Side-effect

Side effect: None

Side Effects: None
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51.

Manufacturer:
Datex-Ohmeda, Inc.
3030 Ohmeda Drive
PO Box 7550
Madison, WI 537077550, USA
Local Agent:
GE
Healthcare
Bangladesh
Ltd.
Shanta
Western
Tower, OS # 804,
Level # 08, 186
Tejgaon I/ A Dhaka

CARESCAPE
Ventilator

Manufacturer:
GE Medical Systems
(China) Co., Ltd.
No. 19, Changjiang Road,
Wuxi National Hi-Tech
Dev.
Zone,
214028
Jiangsu, China
Agent: GE Healthcare
Bangladesh Ltd. Shanta
Western Tower, OS #
804, Level # 08, 186
Tejgaon I/ A Dhaka

Carestation 30

Manufacturer:
Alcon Laboratories Inc,
USA
Local Agent:
Globex
Marketing
Company Ltd.
RH Home Center (6th
Floor) 74/B/1, Green
Road, Dhaka-1215

Centurion
System

52.

53.
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R860

Ventilator

Anesthesia Machine
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It is designed to provide mechanical ventilation or
support to neonatal, pediatric, and adult patients
weighing 0.25 kg and above. The CARESCAPE R860
ventilator is a microprocessor based, electronically
controlled, pneumatically driven ventilator that includes
integrated monitoring of FiO2, airway pressure, flow,
and volume. Additional respiratory gas monitoring
capabilities are supported through the use of optional
GE patient monitoring modules. Not all features are
available for all patient types or product configurations.
The CARESCAPE R860 ventilator is not a pulmonary
function calculation device. The system is designed for
facility use, including within-facility transport, and
should only be used under the orders of a clinician.
It is intended to provide general inhalation anesthesia
and ventilatory support to a wide range of patients. The
devices are intended for volume or pressure control
ventilation.

C
(P-29)

(Two Gas system:
Oxygen & Air/Nitrous
Oxide)

Contraindication & Side-effect

Contraindication: There are no
contraindications for CARESCAPE R860
system.

FSC/CPP

USA
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Side effect: None

Contraindication: There aren’t any specific
contraindications for these anesthesia
machines, however, these systems are
designed for hospital use and should only be
used under the orders of a clinician.

China
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Side effect: None

Vision

Centurion
System

Vision

C

It is an ophthalmic microsurgical system that is indicated for
both anterior segment (i.e. phacoemulsification, removal of
cataracts, and intraocular lens injection) and posterior
segment (i.e., vitreoretinal) ophthalmic surgery in addition to
the indications included with the optional Next Generation
laser. The AutoSert® IOL Injector Handpiece is intended to
deliver qualified ACRYSOF® intraocular lenses into the eye
following cataract removal. The AutoSert® IOL Injector
Handpiece achieves the functionality of injection of intraocular
lenses. The AutoSert® is indicated for use with ACRYSOF
lenses SN60WF, SN6AD1, SN6AT3 through SN6AT9, as well
as approved AcrySof® lenses that are specifically indicated
for use with this inserter, as indicated in the approved labeling
of those lenses.

Contraindication: None
Side Effects: None

USA
EC
Certificate
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54.

Manufacturer:
Alcon Laboratories Inc,
USA

Constellation
Vision
System, Accessories &
Consumables

Vision
Accessories
Consumables

System
&

Discovery IGS 730/740

Angiographic
System

X-ray

K¬vm

wb‡`©kbv
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The Constellation® Vision System is an ophthalmic
microsurgical system that is indicated for both anterior
segment (i.e. phacoemulsification and removal of
cataracts) and posterior segment (i.e., vitreoretinal)
ophthalmic surgery in addition to the indications
included with the optional Next Generation laser.

Contraindication: Not Known

The angiographic X-ray systems are indicated for use
in generating fluoroscopic and rotational images of
human anatomy for cardiovascular, vascular and nonvascular, diagnostic andinterventional procedures.
Additionally, with the OR table, the angiographic X-ray
systems ore indicated for use in generatingfluoroscopic
and rotational images of human anatomy for imageguided surgical procedures.
The OR table is suitable for interventional and surgical
procedures.

Contraindication: These devices are not
intended for mammography applications.

It is an Infant Incubator. Incubators provide heat in a
controlled manner to neonates who are unable to
thermo-regulate based on their own physiology. They
achieve this by providing an enclosed temperature
controlled environment to the infant. This device may
incorporate a Servo Controlled Oxygen Delivery
System. This is indicated to provide a stable oxygen
concentration within the infant compartment at the
value set by the operator (21-65%).

Contraindication: None.

Local Agent:
Globex
Marketing
Company Ltd.
RH Home Center (6th
Floor) 74/B/1, Green
Road, Dhaka-1215
55.

56.

Manufacturer:
GE MEDICAL
SYSTEMS SCS, 283
RUE DE LA MINIERE
78530 BUC- FRANCE
Local Agent:
GE
Healthcare
Bangladesh
Ltd.
Shanta
Western
Tower, OS # 804,
Level # 08, 186
Tejgaon I/ A Dhaka
Manufacturer:
Ohmeda Medical
A Division of Datex Ohmeda Inc.
8880 Gorman Road
Laurel Maryland 20723
USA
Local Agent:
GE
Healthcare
Bangladesh
Ltd.
Shanta
Western
Tower, OS # 804,
Level # 08, 186
Tejgaon I/ A Dhaka
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Giraffe
Incubator
Carestation CS1

Baby Incubator

C

Contraindication & Side-effect

Side Effects: Not Known

FSC/CPP

USA

‡UKwbK¨vj
mve KwgwUi
mfvi wm×všÍ

mfvi wm×všÍ

Aby‡gv`b Kiv Aby‡gv`b Kiv nj|
†h‡Z cv‡i|

EC
Certificate

France

Aby‡gv`b Kiv Aby‡gv`b Kiv nj|
†h‡Z cv‡i|

EC
Certificate
Side effect: None

Side effect: None

USA
EC
Certificate

Aby‡gv`b Kiv Aby‡gv`b Kiv nj|
†h‡Z cv‡i|

Sl
No

cÖ¯‘ZKvi‡Ki bvg

evwYwR¨K bvg

‡gwW‡Kj wWfvB‡mi bvg

K¬vm

wb‡`©kbv

57.

Manufacturer:
OHMEDA Medical
8880 Gorman Road
Laurel Maryland, MD
USA 20723

Giraffe Warmer

Infant Radiant Warmer

C

Infant radiant warmer provide infrared heat in a
controlled manner to neonates who are unable to
thermo-regulate based in their own physiology. Infant
radiant warmersmay be used to facilitate the neonate's
transition to the external environment or to provide
acontrolled open environment. An optional integrated
SpO2 monitoring feature may be used for continuous
noninvasive monitoring of functional oxygen saturation
of arterial hemoglobin. (SpO2) and pulse rate
(measured by an Sp02 sensor). An optional integrated
resuscitation system may be used to provide the basic
equipmentrequiredforpulmonaryresuscitation of infants.
Pulmonary resuscitation includes practices necessary
to establish a clear airway and provide oxygen or
air/oxygen mixture and/or manual ventilation to the
infant.
The Infinitre Vision System is indicated for
emulsification, separation, and removal of cataracts,
the removal of residual cortical material and lens
epithelial cells, vitreous aspiration and cutting
associated with anterior vitrectomy, bipolar coagulation,
and intraocular lens injection. The AutoSert TM lOL
Injector Handpiece is intended to deliver qualified
AcrySofo intraocular lenses into the eye following
cataract removal. The following system modalities
additionally support the described indications: Ultrasound with UltraChopper Tip achieves the
functionality of cataract separation. - AquaL-ase
achieves the functionality for removal of residual
cortical material and lens epithelial cells - Th Aut~ertM
CLInjetor andiece achieves the functionality of injection
of intraocular lenses. The AutoSertT is indicated for use
with ACRYSOF lenses SN60WF and SN6AD1, as well
as approved Acrysof lenses that are specifically
indicated for use with this inserter, as indicated in the
approved labeling of those lenses.

(P-99)

Local Agent: GE
Healthcare Bangladesh
Ltd. Shanta Western
Tower, OS # 804,
Level # 08, 186
Tejgaon I/ A Dhaka

58.

Manufacturer:
Alcon Laboratories Inc,
USA
Local Agent:
Globex
Marketing
Company Ltd.
RH Home Center (6th
Floor) 74/B/1, Green
Road, Dhaka-1215
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INFINITI Vision System
Accessories and Spare
Parts

Vision
System,
Accessories and Spare
Parts

C

Contraindication & Side-effect

Contraindication: There are no known
contraindications to the use of either radiant
warmers or resuscitation components in the
intended population discussed in the
Warmers technical files and based upon
equivalent devices in the marketplace.

FSC/CPP

USA
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Side effect: None

Contraindication: Not known.
Side Effects: Not known.
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59.

Manufacturer:
GE
MEDICAL
SYSTEMS SCS
283 RUE DE LA
MINIERE, 78530 BUCFRANCE
Local Agent:
GE
Healthcare
Bangladesh
Ltd.
Shanta
Western
Tower, OS # 804,
Level # 08, 186
Tejgaon I/ A Dhaka
Manufacturer:
Alcon Laboratories Inc,
USA
Local Agent:
Globex
Marketing
Company Ltd.
RH Home Center (6th
Floor) 74/B/1, Green
Road, Dhaka-1215
Manufacturer:
Alcon Laboratories Inc,
USA

Innova IGS
520/530/540/620/630

Angiographic
System

60.

61.

Local Agent:
Globex
Marketing
Company Ltd.
RH Home Center (6th
Floor) 74/B/1, Green
Road, Dhaka-1215
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The angiographic X-ray systems are indicated for use
for patients from newborn to geriatric in generating
fluoroscopic and rotational images of human anatomy
for cardiovascular, vascular and non-vascular,
diagnostic and interventional procedures.
Additionally, with the OR table, the angiographic X-ray
systems are indicated for use in generating
fluoroscopic and rotational images of human anatomy
for image-guided surgical procedures. The OR table is
suitable for interventional and surgical procedures.

Contraindication: These devices are not
intended for mammography applications.

The LAUREATE® World Phaco System is a traditional
phacoemulsification system intended for use in anterior
segment procedures that require simultaneous lens
extraction, irrigation, and aspiration, as well as
associated procedures such as anterior vitrectomy and
coagulation.

Contraindication: Not Known

The LenSx Laser System is indicated for use:
• In the creation of corneal cuts/incisions (single-plane,
multi-plane and arcuate), anterior capsulotomy and
laser phacofragmentation during cataract surgery. Each
of these procedures may be performed either
individually or consecutively during the same surgery.

Contraindication: Not Known
Side Effects: Not Known

(P-93)

Laureate World Phaco
System,
and
Accessories

Phaco System
Accessories

LenSx Laser System

Laser System

and

C

C

• In the creation of a corneal flap in patients undergoing
LASIK surgery or other treatment requiring initial
lamellar resection of the cornea

Contraindication & Side-effect

FSC/CPP
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62.

Manufacturer:
GE Healthcare GE
Medical
Systems
(China) Co., Ltd. China

LOGIQ e Ultrasound
System

Ultrasound
system

63.

64.

Local Agent:
GE
Healthcare
Bangladesh
Ltd.
Shanta
Western
Tower, OS # 804,
Level # 08, 186
Tejgaon I/ A Dhaka
Manufacturer:
GE Medical Systems
(China) Co., Ltd.
China
Local Agent:
GE Healthcare
Bangladesh Ltd.
Shanta Western
Tower, OS # 804,
Level # 08, 186
Tejgaon I/ A Dhaka
Manufacturer:
GE Ultrasound Korea,
Ltd.Republic of Korea
Local Agent:
GE
Healthcare
Bangladesh
Ltd.
Shanta
Western
Tower, OS # 804,
Level # 08, 186
Tejgaon I/ A Dhaka
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LOGIQ F6,
LOGIQ F8,

LOGIQ P7; LOGIQ P9

Diagnostic

Ultrasound
Diagnostic System

Ultrasound
System,
Purpose

Imaging
General

K¬vm
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The LOGIQ e is intended for ultrasound imaging,
measurement and analysis of the human body for
multiple clinical applications including: ophthalmic:
fetal/ob; abdominal (gyn& urology); pediatric; small
organ (breast, testes, thyroid); neonatal and adult
cephalic; cardiac (adult & pediatric); peripheral
vascular;
musculoskeletal
conventional
&
superficial;transrectal; transvaginal; transesophageal;
intraoperative (abdominal, thoracic and peripheral);
thoracic/pleural for motionand fluid detection and
imaging guidance of interventional procedures (e.g.
Nerve block; vascular access).
The LOGIQ F8 / LOGIQ F6 are general purpose
ultrasound imaging and analysis systems
providing digital acquisition, processing and
display capability, clinical applications including:
Abdominal, Obstetrical, Gynecological, Small
parts, Vascular/Peripheral Vascular, Transcranial,
Pediatric, Musculoskeletal, Urological, Cardiac,
Transvaginal, Transrectal, and Biopsy.

Contraindication: The System is not
intended for ophthalmic use or a use causing
the acoustic beam to pass through the eye.
Note the LOGIQ E (as of R6) with 8C-RS,
12L-RS, L4-12t-RS, and 3SC-RS; and Venue
50 with the 10C-SC,12L-SC and 3S-SC
probes have been tested and meet the
requirements for Ophthalmic use and are not
included in this contraindication.

The device is intended for use by a qualified physician
for ultrasound evaluation of Fetal; Abdominal; Pediatric;
Small Organ (breast, testes, thyroid); Neonatal
Cephalic; Adult Cephalic; Cardiac (adult and pediatric);
Peripheral Vascular; Musculo-skeletal Conventional
and
Superficial;
Urology
(including
prostate);Transrectal; Transvaginal; and Intraoperative
(abdominal, thoracic, vascular).

Contraindication: The System is not
intended for ophthalmic use or a use causing
the acoustic beam to pass through the eye.

C

C

Contraindication & Side-effect

FSC/CPP
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Side effect: None
Contraindication: The System is not
intended for ophthalmic use or a use
causing the acoustic beam to pass
through the eye.
Side effect: None

Side effect: None

China
USA
EC
Certificate

Korea
USA
EC
Certificate
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65.

Manufacturer:
GE Medical Systems
(China) Co., Ltd, China

LOGIQ V1(Black &
White)/ LOGIQ V2
(Color)

Ultrasound
system

66.

67.

Local Agent:
GE
Healthcare
Bangladesh
Ltd.
Shanta
Western
Tower, OS # 804,
Level # 08, 186
Tejgaon I/ A Dhaka
Manufacturer:
GE Medical Systems
(China) Co., Ltd, China
Local Agent:
GE
Healthcare
Bangladesh
Ltd.
Shanta
Western
Tower, OS # 804,
Level # 08, 186
Tejgaon I/ A Dhaka
Manufacturer:
Wipro GE healthcare
Private Ltd., India
Local Agent:
GE
Healthcare
Bangladesh
Ltd.
Shanta
Western
Tower, OS # 804,
Level # 08, 186
Tejgaon I/ A Dhaka
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LOGIQ V3; LOGIQ V5

Lullaby Warmer

Ultrasound
system

Diagnostic

Diagnostic

Infant Radiant Warmer

FSC/CPP
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These are general purposed ultrasound imaging and
analysis systems providing digital acquisition,
processing and display capability and clinical
applications including: Abdominal, Obstetrical,
Gynecological, Small parts, Vascular/Peripheral
Vascular, Adult Cephalic, Pediatric, Musculoskeletal,
Transcranial, Neonatal Cephalic, Transvaginal,
Urological, Cardiac, Transrectal, and Tissue
Biopsy/Fluid Drainage.

Contraindication: The System is not
intended for ophthalmic use or a use causing
the acoustic beam to pass through the eye.

These are general purposed ultrasound imaging and
analysis systems providing digital acquisition,
processing and display capability and clinical
applications including: Abdominal, Obstetrical,
Gynecological, Small parts, Vascular/Peripheral
Vascular, Adult Cephalic, Pediatric, Musculoskeletal,
Transcranial, Neonatal Cephalic, Transvaginal,
Urological, Cardiac, Transrectal, and Tissue
Biopsy/Fluid Drainage.

Contraindication: The System is not
intended for ophthalmic use or a use causing
the acoustic beam to pass through the eye.

Infant radiant Warmers provide infrared heat in a
controlled manner to infants who are unable to maintain
thermoregulation based on their own physiology. Infant
radiant Warmers may be used to facilitate the
newborn's transition to the external environment or to
provide a controlled open microenvironment.

Contraindication: None

India

Side effect: None

USA

C

C

Contraindication & Side-effect

Side effect: None

Side effect: None

USA
EC
Certificate

China
USA
EC
Certificate

EC
Certificate
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68.

Manufacturer:
GE HUALUN
MEDICAL SYSTEMS
Co., LTD.,China

Optima
IGS
Optima IGS 330

69.

Local Agent:
GE
Healthcare
Bangladesh
Ltd.
Shanta
Western
Tower, OS # 804,
Level # 08, 186
Tejgaon I/ A Dhaka1208, Bangladesh. Tel
No. : 880 961
0887800. email ID:
abidur.chowdhury@ge.
com
Manufacturer:
Alcon Laboratories Inc,
USA
Local Agent:
Globex
Marketing
Company Ltd.
RH Home Center (6th
Floor) 74/B/1, Green
Road, Dhaka-1215
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Angiographic
Systems

X-Ray
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The angiographic X-ray systems are indicated for use
for patients from newborn to geriatric in generating
fluoroscopic and rotational images of human anatomy
for cardiovascular, vascular and non-vascular,
diagnostic and interventional procedures.

Contraindication: These devices are not
intended for mammography applications.

The ORA System uses wavefront aberrometry data in
the measurement and analysis of the refractive power
of the eye (i.e. sphere, cylinder, and axis
measurements) to support cataract surgical
procedures.

CONTRAINDICATIONS: The ORA System is
contraindicated for patients:
• who have progressive retinal pathology
such as diabetic retinopathy, macular
degeneration, or any other pathology that the
physician deems would interfere with patient
fixation;
• who have corneal pathology such as
Fuchs’, EBMD, keratoconus, advanced
pterygium impairing the cornea, or any other
pathology that the physician deems would
interfere with the measurement process;
• whose preoperative regimen includes
residual viscous substances left on the
corneal surface such as lidocaine gel or
viscoelastics;
• with visually significant media opacity (such
as prominent floaters or asteroid hyalosis)
what will either limit or prohibit the
measurement process; or
• who have received retro or peribulbar block

(P-93)

ORA System 2000,
Accessories, Objectives
Lens and Dovetail Kits

ORA
System with
VeriEye Plus

C

Contraindication & Side-effect

FSC/CPP
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or any other treatment that impairs their
ability to visualize the fixation light.
In addition, utilization of iris hooks during an
ORA System image capture is
contraindicated, because the use of iris
hooks will yield inaccurate measurements.
WARNINGS AND PRECAUTIONS:
• Significant central corneal irregularities
resulting in higher order aberrations might
yield inaccurate refractive measurements.
• Post refractive keratectomy eyes might
yield inaccurate refractive measurement.
• The safety and effectiveness of using the
data from the ORA System have not been
established for determining treatments
involving higher order aberrations of the eye
such as coma and spherical aberrations.
• The ORA System is intended for use by
qualified health personnel only.
• Improper use of this device may result in
exposure to dangerous voltage or hazardous
laser-like radiation exposure.
• Do not operate the ORA System in the
presence of flammable anesthetics or volatile
solvents such as alcohol or benzene, or in
locations that present an explosion hazard.
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70.

Manufacturer:
GE Medical Systems
(China) Co. Ltd., China

Patient
B20/B40

Monitor

‡gwW‡Kj wWfvB‡mi bvg
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Patient Monitoring
system

C
(P-115)

It is a portable multi-parameter unit to be used for
monitoring and recording of, and to generate alarms
for, multiple physiological parameters of adult,
pediatric, and neonatal patients in a hospital
environment and during intra-hospital transport.

Local agent: GE
Healthcare Bangladesh
Ltd., Shanta Western
Tower, 186, Tejgaon.
Dhaka

71.

Manufacturer:
ST. Stone Medical
Devices Pvt. Ltd, India
Local Agent:
New Vision
Medisystem
17/2, 3rd Floor, New
Eskaton Road,
Mogbazar, Dhaka
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Contraindication & Side-effect

Contraindication: The system is not intended for
use in a MRI environment.

FSC/CPP
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Side Effects: None

The device is intended for use under the direct
supervision of a licensed health care practitioner.
The device is not intended for use during MRI.
The device can be a stand-alone monitor or interfaced
to other devices via a network.
The device monitors and displays : ECG (including ST
segment, arrhythmia detection), invasive blood
pressure, heart/pulse rate, oscillometric non-invasive
blood pressure (systolic, diastolic and mean arterial
pressure), functional oxygen saturation (SpO2) and
pulse rate via continuous monitoring (including
monitoring during conditions of clinical patient motion or
low perfusion), temperature with a reUSAble or
disposable electronic thermometer for continual
monitoring
Esophageal/Nasopharyngeal/Tympanic/Rectal/Bladder/
Axillary/Skin/Airway/Room/Myocardial/Core/Surface
temperature, impedance respiration, respiration rate,
airway gases (CO2, O2, N2O, anesthetic agents,
anesthetic agent identification and respiratory rate),
and Entropy.
PLATICATH

Dialysis Catheter

C

It is used for exchanging blood to and from
a hemodialysis machine and a patient.

Contraindications: Not Known
Side Effects: Not Known

EC
Certifiacte
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72.

Manufacturer:
Ethicon, LLC, USA

PROLENE Propylene
Soft Mesh

Soft Mesh

K¬vm

wb‡`©kbv

C

This mesh may be used for the repair of hernia or other
fascial defects that require the addition of a reinforcing
or bridging material to obtain the desired surgical result.

Distributor:
Johnson & Johnson
PVt. Ltd., India
Local Agent:
Modern Surgical (pvt)
Ltd., 34/1, (2nd Floor)
Mitford Road, Dhaka

73.

Manufacturer:
Alcon Laboratories Inc,
USA
Local Agent:
Globex
Marketing
Company Ltd., RH
Home Center (6th
Floor) 74/B/1, Green
Road, Dhaka-1215
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Contraindication & Side-effect

Contraindications: When this mesh is used
in infants or children with future growth
potential, the surgeon should be aware that
this product will not stretch significantly as
the patient grows,
PROLENE Soft mesh in contaminated
wounds should be used with the
understanding that subsequent infection may
require removal of the material

FSC/CPP
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Adverse Reactions: Potential adverse
reactions are those typically associated with
surgically implantable materials, including
infection potentiation, inflammation, adhesion
formation, fistula formation, and extrusion.

PurePoint Laser System

Laser System

C

The PUREPOINT® Laser is indicated for use in
photocoagulation of both anterior and posterior
segments of the eye including:
• Retinal photocoagulation, panretinal photocoagulation
and intravitreal endophotocoagulation of vascular and
structural abnormalities of the retina and
choroid including: Proliferative and nonproliferative
retinopathy
(including
diabetic);
choroidal
neovascularization secondary to age-related macular
degeneration; retinal tears and detachments; macular
edema, retinopathy of prematurity; choroidal
neovascularization; leaking microaneurysms.
• Iridotomy/Iridectomy for treatment of chronic/primary
open angle glaucoma, acute angle closure glaucoma
and refractory glaucoma.
• Trabeculoplasty for treatment of chronic/primary open
angle glaucoma and refractory glaucoma.
• And other laser treatments including: internal
sclerostomy; lattice degeneration; central and branch
retinal vein occlusion; suturelysis; vascular and pigment
skin lesions.

Contraindications: Patients with a condition
that prevents visualization of target tissue
(cloudy cornea, or extreme haze of the
aqueous humor of the anterior chamber of
vitreous humor) are poor candidates for LIO
delivered laser treatments.
Complications:
Corneal
burns,
inflammation, loss of best-corrected visual
acuity, loss of visual field and transient
elevations in intraocular pressure can occur
as a result of ophthalmic laser treatment.
Unintentional retinal burns can occur if
excessive treatment beam power or duration
is used.

USA
EC
Certificate
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74.

Manufacturer:
GE Healthcare Japan
Corporation, Japan,

Revolution EVO
Optima CT660

Computed Tomography
System

C

These systems are intended to produce cross-sectional
images of the body by computer reconstructionof x-ray
transmission data taken at different angles and planes,
including Axial, Cine, Helical (Volumetric), Cardiac, and
Gated acquisitions. These images may be obtained
either with or withoutcontrast. This device may include
signal analysis and display equipment, patient and
equipmentsupports, components and accessories.
This device may include data and image processing to
produce images in a variety of trans-axialand
reformatted planes. Further the images can be post
processed to produce additional imagingplanes or
analysis results. The system is indicated for head,
whole body, cardiac and vascular X-ray Computed
Tomographyapplications in patients of all ages. The
device output is a valuable medical tool for the
diagnosis of disease,trauma, or abnormalityand for
planning, guiding, and monitoring therapy.
Non-invasive, modern device for fast and accurate
tissue thickness measurements. It allows to measure
and monitor of periodontal mucosa thickness in
prophylaxis and periodontal treatment. Identification of
a periodontal biotype in patients has a fundamental
meaning in optimal planning of preventive and
therapeutic management mainly inperiodontology,
orthodontics, implantologyand dental prosthetics.
It is a general-purpose ultrasound system, specialized
for usein cardiac imaging. It is intended for use by, or
under the direction of a qualified physicianfor
ultrasound imaging and analysis of Fetal; Abdominal
(including renal and GYN); Pediatric; Small Organ
(breast, testes, thyroid); Neonatal Cephalic; Adult
Cephalic; Cardiac(adult and pediatric); Peripheral
Vascular (PV); Musculo-skeletal Conventional;
Urology(including
prostate),
Transesophageal;
Transrectal (TR); Transvaginal (TV); andIntraoperative
(abdominal, thoracic, & vascular).

GE Medical System,
LLC, USA

75.

76.

Manufacturer:
Echo-Son S.A, Poland
Local Agent:
Access Medical
Services, R.H Home
Center, 74/B/1, Green
Road, Dhaka-1215

Ultrasound Biometric
Scanner; Model: PIROP

Manufacturer:
GE
Vingmed
Ultrasound
AS
Strandpromenaden 45
N-3191 Horten
Norway
Local Agent:
GE
Healthcare
Bangladesh
Ltd.
Shanta
Western
Tower, OS # 804,
Level # 08, 186
Tejgaon I/ A Dhaka

Vivid E9

84 | P a g e

Ultrasound
Scanner

Biometric

C
(P-156)

Ultrasound
system,
Imaging, cardiovascular

C

Contraindication & Side-effect

Contraindication: There are no absolute
contraindications for use of it. As with all
procedures, the relative benefits and risks of
the procedure should be evaluated prior to
the performance of CT, with or without the
administration of intravenous iodinated
contrast or oral contrast media. Appropriate
precautions should be taken to minimize
patient risks, including radiation exposure.

FSC/CPP
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Side effect: None

Contraindication: Not Known.

India

Side Effects: None

EC
Certificate

Contraindication: The products are not
intended for ophthalmic use or any use
causing the acoustic beam to pass through
the eye.

Norway

Side effect: None

EC
Certificate
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77.

Manufacturer:
GE Medical Systems
(China) Co., Ltd.
China
Local Agent:
GE Healthcare
Bangladesh Ltd.
Shanta Western
Tower, OS # 804,
Level # 08, 186
Tejgaon I/ A Dhaka
Manufacturer:
GE Helathcare
Austria GmbH & Co
OG, Tiefenbach 15,
4871 Zipf/Austria
Local agent: GE
Healthcare Bangladesh
Ltd., Shanta Western
Tower, 186, Tejgaon.
Dhaka

Vivid T8

General Purpose
Ultrasound imaging and
analysis system

C

The Vivid TB/Vivid T8 Pro is Multipurpose
Cardiovascular System designed for cardiac and
Shared Service Imaging, the system supports following
applications: Fetal/OB, Abdominal, Pediatric, Small
Organ, Cardiac, Peripheral Vascular, Adult Cephalic,
Neonatal
Cephalic,
Musculoskeletal
Superficial/Conventional, Transcranial, Transrectal,
Transvaginal and Transesophageal.

Contraindication: The products are not
intended for ophthalmic use or any use
causing the acoustic beam to pass through
the eye.

Contraindications: It is not intended for:
• Ophthalmic use or any use where the probe
is directly applied to the eye.
• intra-operative use

Manufacturer:
GE Ultrasound Korea,
Ltd., Republic of Korea

VOLUSON S6/S8/S10

The device is a general purpose ultrasound system.
Specific clinical applications remain the same as
previously cleared: 20 GE Healthicare 510(k)
Premarket
Notification
Submission
Fetal/OS;
Abdominal (including GYN, pelvic and infertility
monitoring/follicle development); Pediatric; Small Organ
(breast, testes, thyroid etc.); Neonatal and Adult
Cephalic; Cardiac (adult and pediatric); Musculoskeletal Conventional and Superficial; Peripheral
Vascular Tranavaginal; Transrectal; and Intraoperative
(abdominal, PV and neurological).
The device is a general – purpose ultrasound system.
Specific clinical application and exam types include:
Fetal (Obstetrics); Abdominal (including renal and
GYN/pelvic); Pediatric; Small Organ (breast, testes,
thyroid, salivary glands, lymph nodes, pediatric and
neonatal patients); Neonatal Cephalic; Adult Cephalic;
Cardiac (adult and pediatric); Peripheral Vascular (PV);
Musculo-Skeletal Conventional and Superficial;
Transcrectal (TR); Transvaginal (TV).

78.

79.

Local Agent:
GE
Healthcare
Bangladesh
Ltd.
Shanta
Western
Tower, OS # 804,
Level # 08, 186
Tejgaon I/ A Dhaka
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VOLUSON E6/E8/E8
Expert/E10

Ultrasound System

General
Ultrasound
System

Purpose
Imaging

C

C

Contraindication & Side-effect

Side effect: None

FSC/CPP
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Side effect: None

Contraindication: The System is not
intended for ophthalmic use or a use causing
the acoustic beam to pass through the eye.
The System is not intended for intraoperative use that is defined as introducing
aprobe into a surgical incision or burr hole.
Abdominal and Linear probes are not
intended for endocavity use.
IOTA LR2 model measurement tool should
only be used with women with
adnexaltumors that have been selected to
undergo surgery. IOTA states that use
outside of the intended population can
overestimate risk of a malignant tumor.
Side effect: None

USA
EC
Certificate
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80.

Manufacturer:
Boston
Scientific
Limitwd
Ballybrit
Business park. Galway,
Ireland

2cm Peripheral Cutting
Balloon Microsurgical
Dilatation Device

Peripheral
Balloon

Acticoat

Silver-coated
Antimicrobial Barrier
Wound dressings

Cutting

K¬vm

wb‡`©kbv

D

It is indicated for Percutaneous Transluminal
Angioplasty (PTA) of obstructive lesions in peripheral
vessels. The target lesion should possess the following
characteristics: minimal tortuosity of proximal vessel
segment, and be a non-angulated lesion segment (≤
45°).

Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh
81.

82.

Manufacturer:
Smith & Nephew
Medical Limited, UK
Local Agent:
UniMed Ltd., House
No. 46, Sheikh Kamal
Saroni, Road No. 16,
Rangs Nasim (7th
Floor) Square,
Dhanmondi
Manufacturer:
Smith & Nephew
Medical Limited, UK
Local Agent:
UniMed Ltd., House
No. 46, Sheikh Kamal
Saroni, Road No. 16,
Rangs Nasim (7th
Floor)
Square,
Dhanmondi
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Allevyn Ag Heel

Absorbent Silver Barrier
Dressing

D
(P-30)

D

It is an antimicrobial barrier layer over partial and fullthickness wounds such as: first and second degree
burns and donor and recipient graft sites, pressure
ulcers, venous ulcers, and diabetic ulcers.

ALLEVYN Ag Heel Absorbent Silver Barrier Dressing is
indicated for exudate absorption and the management
of partial to full thickness wounds. Some typical
wounds are:
 Ulcers (venous, arterial, diabetic)
 Pressure Sores
 Donor Sites
 Surgical Incisions
 Surgical Excisions
 Burns (1st and 2nd degree)
Creation and maintenance of a moist wound
environment. Moist wound environments have been
established as optimal environments for the
management of the wound. Provides physical
separation between the wound and external
environments to assist in preventing bacterial
contamination of the wound.

Contraindication & Side-effect

Contraindications: Use of the Cutting
Balloon Device is contraindicated in
situations where the Cutting Balloon Device
would be passed through the struts of a
previously placed stent as the deflated
Cutting Balloon Device could become
entangled in the stent.
Adverse Events: The Peripheral Cutting
Balloon Device is not for use in the coronary
arteries and carotid arteries, The Peripheral
Cutting Balloon Device is not intended for the
expansion or delivery of stents.
Contraindications: Not known

FSC/CPP
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Side Effects: Not known

EC
Certificate

Contraindications: Not known
Side Effects: Not known
Precautions
For external use only
ALLEVYN Ag Heel is not compatible with oxidizing
agents (e.g. EUSOL) or hydrogen peroxide, as these
can break down the absorbent polyurethane
component of the dressing
ALLEVYN Ag Heel dressings are not intended to
provide treatment for infected wounds.
ALLEVYN Ag Heel may be used on infected wounds
being managed in accordance with institutional clinical
protocols for infection abatement as an adjunct to the
standard treatment regimen to provide a barrier to
bacterial penetration.
ALLEVYN Ag Heel may not be compatible with topical
anti-microbials
Reddening of the skin around the wound may be
observed. This may be related to irritation of fragile skin
or wound exudates remaining in contact with normal
skin for prolonged periods of time. If reddening or

MHRA-UK
EC
Certificate

sensitization occur, discontinue use.
Avoid contact with electrodes or conductive gels during
electronic measurements e.g. EEG and ECG.
When ALLEVYN Ag Non Adhesive is used on a patient
during MRI (Magnetic Resonance Imaging) examination
some warming may be experienced
ALLEVYN Ag Heel is not compatible with oil based
products such as petrolatum.
ALLEVYN Ag Heel is not suitable for use on cavity
wounds but may be used over cavity wounds as a
secondary dressing.
As with all products containing silver sulfadiazine the
following precautions should be noted, especially when
covering a large surface area with the dressing,
1. Use caution in patients with significant hepatic or
renal impairment,
2. Use caution in individuals known to have glucose-6phosphate dehydrogenase deficiency,
3. Effects of systemically administered drugs may be
altered. This can especially apply to oral hypoglycaemic
agents and to phenytoin. In the case of these drugs, it is
recommended that blood levels should be monitored as
their effect can be potentiated.

83.

Manufacturer:
Eucare
Pharmaceuticals
Ltd., INDIA

Pvt

Local Agent:
Kulic Limited
9/7, Eastern Plaza (8th
Floor), 70, BirUttom
C.R Datta Road,
Hatirpul, Dhaka

BIOFIL-AB-Sterile
Medicated
collagen
particles (Fish Origin)
Collagen with Mupirocin
USP 2% w/w
Metronidazole I%

Biological Skin Dressing

D
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Biofil-AB particles are intended specifically to be
used as collagen-based wound dressing for
wound management.
Non-healing ulcers
Diabetic foot ulcers
Pressure ulcers
Venous ulcers
Infected and non-infected wounds
Traumatic wounds Minimal to heavily draining
wounds
Surgical wounds
Tunneled and undermined wounds

PRECAUTIONS & WARNINGS:
 Wound may appear larger during the
first several days of treatment due to the
reduction of edema
 An increase in drainage may be seen in
the first several days of treatment
 Treatment of the underlying conditions
(Venous or arterial flow, external
pressure etc.) as well as nutritional
support should proceed concurrently
with the use of BioFil®-AB Particles
 All opened and unused portions of
BioFil®-AB Particles must be discarded
 Avoid on patients hypersensitive to
Collagen. Mupirocin and Metronidazole
 Avoid topical agents like Povidone
Iodine, H2O2, and Sodium Hypochlorite
for cleansing the wound as their toxicity
level may hamper the new tissue growth
 BioFil®-AB Particles is a single use
product, which should not be resterilized
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84.

Manufacturer:
Boston
Scientific
Limitwd
Ballybrit
Business park. Galway,
Ireland

Blazer
II
Temperature
Catheter

Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh

‡gwW‡Kj wWfvB‡mi bvg

HTD
ablation

Ablation catheter

K¬vm

wb‡`©kbv

D

It is indicated for interruption of accessory
atrioventricular conduction pathways associated with
tachycardia, for treatment of AV nodal reentrant
tachycardia and for creation of complete AV block in
patients with a rapid ventricular response to an atrial
arrhythmia - typically chronic, drug refractory atrial
fibrillation.

Contraindication & Side-effect

Contraindications: The use of this device is
contraindicated in patients who have vena
cava embolic protection filters devices and/or
known femoral thrombus who require
catheter insertion from the femoral approach.
The use of the device is contraindicated in
patients with active systemic infection. The
transseptal approach is contraindicated in
patients with left atrial thrombus or myxoma,
or interatrial baffle or patch. The retrograde
transaortic approach is contraindicated in
patients with aortic valve replacement.
Adverse Event:
Allergic reaction,
Arrhythmias (new or exacerbation of existing
arrhythmias) and complications of sedative
agents/anesthesia, Cardiac or respiratory
arrest, Cardiac valve damage, Catheter
entrapment/entanglement, Chest pain,
Damage to vessel intima or cardiac
ultrastructures, Death, Embolus, air embolus,
Hematoma/ecchymosis,
Hemorrhage,
Hypotension, Infection, Myocardial infarction,
Perforation, Pericardial/pleural effusion,
Pericarditis/pleuritis, Phrenic or intercostal
nerve
damage,
Pneumothorax,
Pseudoaneurysm, Pulmonary edema, Sinus
or AV node injury, Skin burns, Stroke,
Stroke or cerebral vascular accident,
Tamponade,
Thrombosis,
Vasovagal
reaction, X-ray exposure
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Manufacturer:
Boston
Scientific
Limitwd
Ballybrit
Business park. Galway,
Ireland

Blazer II Temperature
ablation Catheter

Ablation catheter

Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh

K¬vm

wb‡`©kbv

D

It is indicated for interruption of accessory
atrioventricular conduction pathways associated with
tachycardia, for treatment of AV nodal reentrant
tachycardia and for creation of complete AV block in
patients with a rapid ventricular response to an atrial
arrhythmia - typically chronic, drug refractory atrial
fibrillation.

(P-45)

Contraindication & Side-effect

Contraindications: The use of this device is
contraindicated in patients who have vena
cava embolic protections filter devices and/or
known femoral thrombus, who requires
catheter insertion from the femoral approach.
The use of the device is contraindicated in
patients with active systemic infection. The
transseptal approach is contraindicated in
patients with left atrial thrombus or myxoma,
or interatrial baffle or patch. The retrograde
transaortic approach is contraindicated in
patients with aortic valve replacement.
Adverse Event:
Allergic reaction,
Arrhythmias (new or exacerbation of existing
arrhythmias) and complications of sedative
agents/anesthesia, Cardiac or respiratory
arrest, Cardiac valve damage, Catheter
entrapment/entanglement, Chest pain,
Damage to vessel intima or cardiac
ultrastructures, Death, Embolus, air embolus,
Hematoma/ecchymosis,
Hemorrhage,
Hypotension, Infection, Myocardial infarction,
Perforation, Pericardial/pleural effusion,
Pericarditis/pleuritis, Phrenic or intercostal
nerve
damage,
Pneumothorax,
Pseudoaneurysm, Pulmonary edema, Sinus
or AV node injury, Skin burns, Stroke,
Stroke or cerebral vascular accident,
Tamponade,
Thrombosis,
Vasovagal
reaction, X-ray exposure
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Manufacturer:
Boston
Scientific
Limitwd
Ballybrit
Business park. Galway,
Ireland

Blazer II XP
Temperature ablation
Catheter

Ablation catheter

Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh

K¬vm

wb‡`©kbv

D

It is indicated for interruption of accessory
atrioventricular conduction pathways associated with
tachycardia, for treatment of AV nodal reentrant
tachycardia, for treatment of atrial flutter tachycardia,
and for creation of complete AV block in patients with a
rapid ventricular response to an atrial arrhythmia –
typically chronic, drug refractory atrial fibrillation.

Contraindication & Side-effect

CONTRAINDICATIONS: The use of this device is

contraindicated in patients who have vena
cava embolic protection filter devices and/or
known femoral thrombus who require
catheter insertion from the femoral
approach.The use of the device is
contraindicated in patients with active
systemic infection. The transseptal approach
is contraindicated in patients with left atrial
thrombus or myxoma, or interatrial baffle or
patch. The retrograde transaortic approach is
contraindicated in patients with aortic valve
replacement.
Adverse Event: Allergic reaction,
Arrhythmias (new or exacerbation of existing
arrhythmias) and complications of sedative
agents/anesthesia, Cardiac or respiratory
arrest, Cardiac valve damage, Catheter
entrapment/entanglement, Chest pain,
Damage to vessel intima or cardiac
ultrastructures, Death, Embolus, air embolus,
Hematoma/ecchymosis, Hemorrhage,
Hypotension, Infection, Myocardial infarction,
Perforation, Pericardial/pleural effusion,
Pericarditis/pleuritis, Phrenic or intercostal
nerve damage, Pneumothorax,
Pseudoaneurysm, Pulmonary edema, Sinus
or AV node injury, Skin burns, Stroke,
Stroke or cerebral vascular accident,
Tamponade, Thrombosis, Vasovagal
reaction, X-ray exposure
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87.

Manufacturer:
Boston
Scientific
Limitwd
Ballybrit
Business park. Galway,
Ireland

Blazer™ Open-Irrigated
Ablation Catheter

Ablation catheter

Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh
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K¬vm
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D

It is indicated for use in catheter-based cardiac
electrophysiological mapping (stimulating and
recording) and, when used in conjunction with a
radiofrequency
generator,
for
cardiac
ablation.recording) and, when used in conjunction with
a radiofrequency generator, for cardiac ablation.

Contraindication & Side-effect

Contraindications: The Blazer Open-Irrigated
Ablation Catheter is contraindicated for use: in
patients with active systemic infection, in patients
with a mechanical prosthetic heart valve through
which the catheter must pass, in patients with left
ventricular thrombus; or with left atrial thrombus or
myxoma via the transseptal approach, in patients
who are unable to receive heparin or an
acceptable alternative to achieve adequate
anticoagulation, in patients who have vena cava
embolic protection filter devices and/or known
femoral thrombus who require catheter insertion
from the femoral approach, in patients who are
hydrodynamically unstable, in patients who have
myxoma or an intracardiac thrombus, in patients
who have had a ventriculotomy or atriotomy within
the preceding eight weeks, via transseptal
approach in patients with interatrial baffle or
foramen ovale patches, via retrograde transaortic
approach in patients who have had aortic valve
replacement.
Adverse Event: Allergic reaction, Arrhythmias
(new or exacerbation of existing arrhythmias) and
complications of sedative agents/anesthesia,
Cardiac or respiratory arrest, Cardiac valve
damage, Catheter entrapment/entanglement,
Chest pain, Damage to vessel intima or cardiac
ultrastructures, Death, Embolus, air embolus,
Hematoma/ecchymosis,
Hemorrhage,
Hypotension, Infection, Myocardial infarction,
Perforation,
Pericardial/pleural
effusion,
Pericarditis/pleuritis, Phrenic or intercostal nerve
damage, Pneumothorax,
Pseudoaneurysm,
Pulmonary edema, Sinus or AV node injury, Skin
burns, Stroke, Stroke or cerebral vascular
accident, Tamponade, Thrombosis, Vasovagal
reaction, X-ray exposure
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Manufacturer:
MicroVention, Inc.
1311 Valencia Ave
Tustin, CA 92780
USA

Chaperon
Guiding
Catheter system

Guiding Catheter for
Cerebral Aneurysm

D

Chaperon Guiding Catheter is intended for General
intravascular use, including the neuro and peripheral
vasculature. It can be used to facilitate Introduction of
diagnostic or therapeutic devices. It is not intended for
use in coronary arteries.

Contraindication: There are no known
contraindications.

It is indicated to direct a catheter through a blood
vessel and to measure physiological parameters in the
coronary blood vessels.

Contraindications: The Comet Pressure
Guidewire is contraindicated for use in the
cerebral vasculature.

89.

Local Agent:
M/S,
UniTrade
Corporation
2/5, Humayun Road
(3rdFl), Block-B
Mohammadpur,
Dhaka-1207
Manufacturer:
Boston
Scientific
Corporation,
300
Boston Scientific Way,
Marlborough,
MA
01752, USA
Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh
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Comet
Guidewire

Pressure

Pressure Guidewire

D

Contraindication & Side-effect

Side Effect: None

Adverse events: Potential adverse events
which may result from the use of the device
include but are not limited to: Abrupt closure,
Allergic reaction, Embolism, Exposure to
biohazardous material, Infection, Prolonged
procedure, Restenosis (reocclusion), Spasm,
Stroke/cerebral
vascular
accident,
(CVA)/transient ischemic attack (TIA),
Vascular
thrombus,
Vessel
trauma
(dissection, perforation, rupture or injury)
In addition, when used for interventional
procedures: Angina or unstable angina,
Arrhythmias, Cardiac tamponade/pericardial
effusion, Contrast induced renal insufficiency
or renal failure, Death, Myocardial infarction
or ischemia. Some of the above potential
adverse events may require additional
surgical intervention.
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Manufacturer:
Boston
Scientific
Limitwd
Ballybrit
Business park. Galway,
Ireland

Crossboss
catheter

‡gwW‡Kj wWfvB‡mi bvg

Guide

Vascular
Catheter

Guide

K¬vm

wb‡`©kbv

D

It is intended for use with a guidewire to access
discrete regions of the coronary and peripheral
vasculature. When used as part of the system
consisting of the CrossBoss Catheter, Stingray™
Catheter, and Stingray Guidewire, the CrossBoss
Catheter is indicated for use to facilitate the intraluminal
placement of conventional guidewires beyond stenotic
coronary lesions (including chronic total occlusions
[CTOs]) prior to PTCA or stent intervention.

Contraindications: Do not use with
guidewire extension systems with a coupling
profile larger than 0.014 in (0.36 mm)
diameter (i.e. wave pattern Coupling
mechanism).

For superficial exudating wounds such as
 First and second-degree burns
 Cuts and abrasions
 Lacerations
 Radiation injuries
 Donor and recipient skin graft sites

Contraindication: Not Known.

Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh

91.
Contract manufacture
ADESHWAR MEDITEX
PVT LTD, INDIA
Local agent:
Janata Traders
TCB Bhabon, 1 kawran
Bazar,Dhaka

93 | P a g e

Cuticell Plus (Antibiotic
Tulle Dressing) (Sterile)

Antibiotic
Dressing

Tulle

Each GM Containing:
Neomycin
Sulphate
USP 3400 Unit +
Polymyxin B Sulphate
USP
5000
unitsBacitracine Zinc USP
400 Unit/

D
(P-30)

Contraindication & Side-effect

FSC/CPP
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Adverse Events:
Potential adverse events include, but are not
limited to, the following, Acute myocardial
infarction, Vessel trauma requiring surgical
repair or intervention,
Hemorrhage or
hematoma, Artery spasm, Embolism,
Stroke, Neurological deficit, Drug reactions,
allergic reaction to contrast media , Infection
CrossBos
Side Effects: None
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92.

Manufacturer:
Boston
Scientific
Corporation,
300
Boston Scientific Way,
Marlborough,
MA
01752, USA
Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh

Dynamic
Tip
Unidirectional Steerable
Diagnostic Catheter

Unidirectional Steerable
Diagnostic Catheter

D

It is intended for temporary Intracardiac sensing,
recording, stimulation and temporary pacing during the
evaluation of cardiac arrhythmias.

Manufacturer:
Boston
Scientific
Corporation,
300
Boston Scientific Way,
Marlborough,
MA
01752, USA

Dynamic
XT
Unidirectional Steerable
Diagnostic Catheter

Unidirectional Steerable
Diagnostic Catheter

93.

Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh
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D

It is intended for temporary Intracardiac sensing,
recording, stimulation and temporary pacing during the
evaluation of cardiac arrhythmias.

Contraindication & Side-effect

Contraindications: The transseptal approach is
contraindicated in patients with left atrial thrombus
or myxoma, or interatrial baffle patch. The
retrograde transaortic approach is contraindicated
in patients with aortic valve replacement.
Adverse Event: Allergic reaction, Arrhythmias
(new or exacerbation of existing arrhythmias) and
complications of sedative agents/anesthesia,
Cardiac or respiratory arrest, Cardiac valve
damage, Catheter entrapment/entanglement,
Chest pain, Damage to vessel intima or cardiac
ultrastructures, Death, Embolus, air embolus,
Hematoma/ecchymosis,
Hemorrhage,
Hypotension, Infection, Myocardial infarction,
Perforation,
Pericardial/pleural
effusion,
Pericarditis/pleuritis, Phrenic or intercostal nerve
damage, Pneumothorax,
Pseudoaneurysm,
Pulmonary edema, Sinus or AV node injury, Skin
burns, Stroke, Stroke or cerebral vascular
accident, Tamponade, Thrombosis, Vasovagal
reaction, X-ray exposure
Contraindications: The transseptal approach is
contraindicated in patients with left atrial thrombus
or myxoma, or interatrial baffle patch. The
retrograde transaortic approach is contraindicated
in patients with aortic valve replacement.
Adverse Event: Allergic reaction, Arrhythmias
(new or exacerbation of existing arrhythmias) and
complications of sedative agents/anesthesia,
Cardiac or respiratory arrest, Cardiac valve
damage, Catheter entrapment/entanglement,
Chest pain, Damage to vessel intima or cardiac
ultrastructures, Death, Embolus, air embolus,
Hematoma/ecchymosis,
Hemorrhage,
Hypotension, Infection, Myocardial infarction,
Perforation,
Pericardial/pleural
effusion,
Pericarditis/pleuritis, Phrenic or intercostal nerve
damage, Pneumothorax,
Pseudoaneurysm,
Pulmonary edema, Sinus or AV node injury, Skin
burns, Stroke, Stroke or cerebral vascular
accident, Tamponade, Thrombosis, Vasovagal
reaction, X-ray exposure
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Manufacturer:
Boston
Scientific
Corporation,
300
Boston Scientific Way,
Marlborough,
MA
01752, USA

FilterWire EZ Embolic
Protection System

Embolic
system

Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh
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Protection

K¬vm

wb‡`©kbv

D

It is indicated for use as a guidewire and embolic
protection system to contain and remove embolic
material thrombus/debris) while performing angioplasty
and stenting procedures in coronary saphenous vein
bypass grafts and carotid arteries. The diameter of the
vessel at the site of filter loop lacement should be
between 2.25 mm and 5.5 mm for coronary saphenous
vein bypass graft procedures and between 3.5 mm and
5.5 mm for carotid procedures.

Contraindication & Side-effect

Contraindications: Patients with severe
allergy to heparin Patients with bleeding
diathesis or other disorders that limit the use
of anticoagulant therapy
Adverse
Event:
Angina,
Bleeding
complications, Bradycardia or arrhythmias,
including ventricular fibrillation or
Tachycardia, Congestive heart failure,
Damage to or dislocation of the implanted
stent(s), Death, Detachment and/or
implantation of a component of the system,
Drug reaction, allergic reaction to contrast
media, medications or device materials,
Embolization of air, tissue, thrombus or other
embolic debris, Emergent surgery,End organ
ischemia/infarction,
Headache
Hypotension/hypertension, Infection (local or
systemic), Myocardial infarction, No-reflow
resulting from reduced blood flow through the
FilterWire EZ System filter, Pain, Puncture
site complications (i.e., vessel occlusion,
hemorrhage,hematoma, pseudoaneurysm or
arteriovenous fistula), Renal insufficiency,
kidney
failure,
hematuria,
Stroke/cerebrovascular accident (CVA),
transient ischemic attack (TIA) or seizure,
Vessel damage, dissection, occlusion,
aneurysm, perforation, rupture, injury,
thrombosis, or spasm

FSC/CPP
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Manufacturer:
B. Braun Surgical, S.A,
Spain

Gelita Tampon

Local Gelatin
Haemostat

K¬vm

wb‡`©kbv

D

Indicated in:
 Dentistry and Maxilar surgery: To fill dead
spaces and control bleeding
 Thoracic surgery: To fill dead spaces after lymph
node removal
 Ear Nose Throat Surgery: To support the
tympanic membrane in tympanoplasties and to
control nose bleeding (epistaxis, after nasal polyps
resection, etc)
 To stop venous-capillary or parenchymatous
haemorrhage in: Neurosurgery, Orthopedic
surgery, Gynecology, Vascular Surgery, General
Surgery and Urology
It is intended to be used in conjunction with guide
catheters to access discrete regions of the coronary
and/or peripheral vasculature, and to facilitate
placement of interventional devices.

Local Agent:
Asia Pacific Medical
Ltd., 775, Satmasjid
Road (2nd Floor),
Dhanmondi, Dhaka

96.

97.

Manufacturer:
Boston
Scientific
Corporation,
300
Boston Scientific Way,
Marlborough,
MA
01752, USA
Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh
Manufacturer:
MicroVention, Inc.
1311 Valencia Ave
Tustin, CA 92780
USA
Local Agent:
M/S,
UniTrade
Corporation
2/5, Humayun Road
(3rdFl), Block-B
Mohammadpur,
Dhaka-1207
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Guidezilla
Guide
Extension catheter

Guide
catheter

Extension

D

Contraindication & Side-effect

Contraindication:
 Gelita Tampon may not be applied to
infected area , since it can increase the
severity of infections.
 It should not be use d in conjunction
with cemented endoprotheses since it
reduces the adhesive strength of the
bone cement.
 Known hypersensitivity to product.

FSC/CPP
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Side Effects: Tissue adhesion can occur
occasionally.
Contraindications: Vessels less than 2.5
mm in diameter. Vessels in the
neurovasculature and the venous system…
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Adverse events:

Headway Microcatheter

Microcatheter
for
Cerebral Aneurysm

D

It is intended for general intravascular use, including
the peripheral, coronary and neuro vasculature for the
infusion of diagnostic agents, such as contrast media,
and therapeutic agents, such as occlusion coils.

Contraindication: There are no known
contraindications.
Side Effects: None
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Manufacturer:
MicroVention, Inc.
1311 Valencia Ave
Tustin, CA 92780
USA
Local Agent:
M/S,
UniTrade
Corporation
2/5, Humayun Road
(3rdFl), Block-B
Mohammadpur,
Dhaka-1207

HydroCoil
Embolic
System (HES)

Embolic System for
Cerebral Aneurysm

D

It is intended for the endovascular embolization of
intracranial aneurysms and other neurovascular
abnormalities such as arteriovenous malformations and
arteriovenous fistulae. The HES is also intended for
vascular occlusion of blood vessels within the
neurovascular system to permanently obstruct blood
flow to an aneurysm or other vascular malformation
and for arterial and venous embolization in
The peripheral vasculature.

Contraindication: There are no known
contraindications.

Manufacturer:
Boston
Scientific
Corporation,
300
Boston Scientific Way,
Marlborough,
MA
01752, USA

IntellaMap Orion High
Resolution
Mapping
Catheter

It is indicated for electrophysiological mapping
(recording or stimulating only) of the cardiac structures
of the heart.

Contraindications: The IntellaMap Orion
Catheter should not be used in: Patients who are
not candidates for transvascular catheter
procedures. Patients with a hypercoagulable state
or who cannot tolerate heparin anticoagulation
therapy. Patients with prosthetic or stenotic
valves, in the chamber where the prosthetic or
stenotic valve reside. Patients with active
systemic infection. Pediatric patients. Pregnant
and/or nursing patients. Patients with any other
condition where catheter manipulation may not be
safe. The IntellaMap Orion™ Catheter should not
be used for radio frequency (RF) ablation. The
IntellaMap Orion Catheter should not be used
inside an MRI machine.
Adverse Event: Allergic reaction, Arrhythmias
(new or exacerbation of existing arrhythmias) and
complications of sedative agents/anesthesia,
Cardiac or respiratory arrest, Cardiac valve
damage, Catheter entrapment/entanglement,
Chest pain, Damage to vessel intima or cardiac
ultrastructures, Death, Embolus, air embolus,
Hematoma/ecchymosis,
Hemorrhage,
Hypotension, Infection, Myocardial infarction,
Perforation,
Pericardial/pleural
effusion,
Pericarditis/pleuritis, Phrenic or intercostal nerve
damage, Pneumothorax,
Pseudoaneurysm,
Pulmonary edema, Sinus or AV node injury, Skin
burns, Stroke, Stroke or cerebral vascular
accident, Tamponade, Thrombosis, Vasovagal
reaction, X-ray exposure

99.

Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh
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Mapping Catheter

D

Contraindication & Side-effect

Side Effect: None

FSC/CPP
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100.

Manufacturer:
Eucare
Pharmaceuticals
Ltd., INDIA

KOLLAGEN
Sterile
collagen sheets

Biological Skin Dressing

D
(P-73)

 Kollagen is intended specifically to be used as
collagen-based wound dressing for wound
management.
 2nd degree superficial and deep dermal burns
 3rd degree burns as a temporary cover after
Escharectomy/ Tangential excision
 Skin Donor Sites
 Traumatic loss of skin cover
 Temporary wound cover in major open fractures
before definitive flap cover
 Chronic skin ulcers
 Shallow pressure sores
 Leprosy ulcers
 Dermabrasion areas
 Protective cover over widely meshed autografts
The LeVeen Needle Electrode Family is intended to be
used in conjunction with the RF 3000 Generator for the
thermal coagulation necrosis of soft tissues, including
partial or complete ablation of nonresectable liver
lesions. These procedures should only be performed by
physicians and staff familiar with the equipment and
techniques involved.

Pvt
Origin: Bovine

Local Agent:
Kulic Limited
9/7, Eastern Plaza (8th
Floor), 70, BirUttom
C.R Datta Road,
Hatirpul, Dhaka

101.

Manufacturer:
Boston
Scientific
Corporation,
300
Boston Scientific Way,
Marlborough,
MA
01752, USA
Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh
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Leveen
Needle
System

Standard
Electrode

Leveen
System

Electrode

D

FSC/CPP
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PRECAUTIONS & WARNINGS:
 Grossly infected wound may reject the
collagen cover
 On application of Collagen sheet on
infected sites, care should be taken to
inspect the wound condition frequently
and change of dress is recommended
after cleansing with normal saline.
 Avoid in patients hypersensitive to
Collagen
 The product will not be sterile when the
packing is damaged during transit
 Store at normal room temperatures.

India

‡iwR‡óªkb
MvBWjvBb
Abyhvqx
cÖ‡qvRbxq
WKz‡g›U `vwLj
Kivi Rb¨ ejv
†h‡Z cv‡i|

‡iwR‡óªkb
MvBWjvBb
Abyhvqx
cÖ‡qvRbxq
WKz‡g›U `vwLj
Kivi Rb¨ ejv
nj|

Contraindications: Before using, inspect
the package for any breach to the sterile
barrier and inspect product for any damage.
If package is broken or product is damaged
DO NOT USE. Immediately return package
and product to Boston Scientific.
Adverse Events:
Abscess, ARDS (Acute Respiratory Distress
Syndrome), Arrhythmia, Ascites, Biloma,
Burn, Death, Delayed hemorrhage into
ablated tissue, Diarrhea, Electric Shock,
Fistula, including biliary fistula, Hematoma,
Hemorrhage, Infection, Liver Failure, Liver
Insufficiency, Pain, Perforation, Peritonitis,
Persistent Fever > 39° C, Pleural Effusion,
Renal Failure, Tumor Recurrence, Tumor
Seeding

USA
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nj|
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102.

Manufacturer:
Boston
Scientific
Corporation,
300
Boston Scientific Way,
Marlborough,
MA
01752, USA

Leveen
Needle
System

Radiofrequency Ablation
Needle Electrode

D

It is intended to be used in conjunction with the RF
3000 Generator for the thermal coagulation necrosis of
soft tissues, including partial or complete ablation of
nonresectable liver lesions. These procedures should
only be performed by physicians and staff familiar with
the equipment and techniques involved.

Super slim
Electrode

Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh

103.

Manufacturer:
MicroVention, Inc.
1311 Valencia Ave
Tustin, CA 92780
USA
Local Agent:
M/S,
UniTrade
Corporation
2/5, Humayun Road
(3rdFl), Block-B
Mohammadpur,
Dhaka-1207
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MicroPlex Coils System
(MCS)

Coiling System for
Cerebral Aneurysm

D

It is intended for the endovascular embolization of
intracranial aneurysms and other neurovascular
abnormalities such as arteriovenous malformations and
arteriovenous fistulae. The MCS is also intended for
vascular occlusion of blood vessels within the
neurovascular system to permanently obstruct blood
flow to an aneurysm or other vascular malformation
and for arterial and venous embolizations in the
peripheral vasculature.

Contraindication & Side-effect

Contraindications: The LeVeen Needle
Electrode Family is intended to be used in
conjunction with the RF 3000 Generator for
the thermal coagulation necrosis of soft
tissues, including partial or complete ablation
of nonresectable liver lesions. These
procedures should only be performed by
physicians and staff familiar with the
equipment and techniques involved.
Adverse Events: Abscess, ARDS (Acute
Respiratory Distress Syndrome), Arrhythmia,
Ascites, Biloma, Burn, Death, Delayed
hemorrhage into ablated tissue, Diarrhea,
Electric Shock, Fistula, including biliary
fistula, Hematoma, Hemorrhage, Infection,
Liver Failure, Liver Insufficiency, Pain,
Perforation, Peritonitis, Persistent Fever >
39° C, Pleural Effusion, Renal Failure,
Tumor Recurrence
Contraindication:There are no known
contraindications.
Side Effect: None

FSC/CPP
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Manufacturer:
Boston
Scientific
Corporation,
300
Boston Scientific Way,
Marlborough,
MA
01752, USA

Orbiter PV Diagnostic
Mapping Catheter

Mapping Catheter

Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh
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D

It is intended for temporary intracardiac sensing,
recording, stimulation and temporary pacing during the
evaluation of cardiac arrhythmias.

Contraindication & Side-effect

Contraindications: The catheter should not
be used in conditions where manipulation of
the catheter would be unsafe (e.g.
intracardiac
mural
thrombus).
The
transseptal approach is contraindicated in
patients with left atrial thrombus or myxoma,
or interatrial baffle patch. The retrograde
transaortic approach is contraindicated in
patients with aortic valve replacement. The
retrograde
transaortic
approach
is
contraindicated due to the risk of entrapping
the tip in the left ventricle.
Adverse Event:
Allergic reaction,
Arrhythmias (new or exacerbation of existing
arrhythmias) and complications of sedative
agents/anesthesia, Cardiac or respiratory
arrest, Cardiac valve damage, Catheter
entrapment/entanglement, Chest pain,
Damage to vessel intima or cardiac
ultrastructures, Death, Embolus, air embolus,
Hematoma/ecchymosis,
Hemorrhage,
Hypotension, Infection, Myocardial infarction,
Perforation, Pericardial/pleural effusion,
Pericarditis/pleuritis, Phrenic or intercostal
nerve
damage,
Pneumothorax,
Pseudoaneurysm, Pulmonary edema, Sinus
or AV node injury, Skin burns, Stroke,
Stroke or cerebral vascular accident,
Tamponade,
Thrombosis,
Vasovagal
reaction, X-ray exposure
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Manufacturer:
Boston
Scientific
Corporation,
300
Boston Scientific Way,
Marlborough,
MA
01752, USA

Orbiter ST Bidirectional
Steerable Diagnostic
Catheter

Bidirectional Steerable
Diagnostic Catheter

D

It is intended for temporary intracardiac sensing,
recording, stimulation and temporary pacing during the
evaluation of cardiac arrhythmias.

Pacel Bipolar Pacing
Catheter

Bipolar Pacing Catheter

Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh

106.

Manufacturer:
St. Jude Medical Inc.,
14901 Deveau PL.
Minnetonka, MN USA
55345
Local Agent:
M/s. The Spondon
Ltd. , BSEC Bhaban,
Level-9, 102 Kazi
Nazrul Islam Avenue,
Kawran Bazar, Dhaka1215

101 | P a g e

D

Pacel Bipolar Pacing Catheters are indicated for use
intracardiac pacing and/or ECG recording.

Contraindication & Side-effect

Contraindications: The catheter should not be
used in conditions where manipulation of the
catheter would be unsafe (e.g. intracardiac mural
thrombus). The transseptal approach is
contraindicated in patients with left atrial thrombus
or myxoma, or interatrial baffle patch. The
retrograde transaortic approach is contraindicated
in patients with aortic valve replacement.
Adverse Event: Allergic reaction, Arrhythmias
(new or exacerbation of existing arrhythmias) and
complications of sedative agents/anesthesia,
Cardiac or respiratory arrest, Cardiac valve
damage, Catheter entrapment/entanglement,
Chest pain, Damage to vessel intima or cardiac
ultrastructures, Death, Embolus, air embolus,
Hematoma/ecchymosis,
Hemorrhage,
Hypotension, Infection, Myocardial infarction,
Perforation,
Pericardial/pleural
effusion,
Pericarditis/pleuritis, Phrenic or intercostal nerve
damage, Pneumothorax,
Pseudoaneurysm,
Pulmonary edema, Sinus or AV node injury, Skin
burns, Stroke, Stroke or cerebral vascular
accident, Tamponade, Thrombosis, Vasovagal
reaction, X-ray exposure
Contraindication: Patients with recurrent sepsis
or with a hypercoagulable state should not be
considered candidates for transvenous catheters
since the catheter could serve as a focal point for
septic or bland thrombus formation. In addition,
patients with tricuspid valve prosthesis should not
be considered for ventricular pacing.
Side-effect:
 Do not alter this device
 This device should only be used with
equipment that complies with international
safety standards.
 The presence of pre-existing left bundle branch
block predisposes the patient to the risk of
transient complete heart block when positioning
a catheter in the right ventricle.
Isolated or battery powered equipment is
recommended for use with intracardiac catheters.

FSC/CPP
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107.

Manufacturer:
Boston
Scientific
Corporation,
300
Boston Scientific Way,
Marlborough,
MA
01752, USA

Radia
Bidirectional
Steerable Diagnostic
Catheter

Bidirectional Steerable
Diagnostic Catheter

D

It is intended for temporary intracardiac sensing,
recording, stimulation and temporary pacing during the
evaluation of cardiac arrhythmias.

Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh
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Contraindication & Side-effect

Contraindications: The catheter should not
be used in conditions where manipulation of
the catheter would be unsafe (e.g.
intracardiac
mural
thrombus).
The
transseptal approach is contraindicated in
patients with left atrial thrombus or myxoma,
or interatrial baffle patch. The retrograde
transaortic approach is contraindicated in
patients with aortic valve replacement.
Adverse Event:
Allergic reaction,
Arrhythmias (new or exacerbation of existing
arrhythmias) and complications of sedative
agents/anesthesia, Cardiac or respiratory
arrest, Cardiac valve damage, Catheter
entrapment/entanglement, Chest pain,
Damage to vessel intima or cardiac
ultrastructures, Death, Embolus, air embolus,
Hematoma/ecchymosis,
Hemorrhage,
Hypotension, Infection, Myocardial infarction,
Perforation, Pericardial/pleural effusion,
Pericarditis/pleuritis, Phrenic or intercostal
nerve
damage,
Pneumothorax,
Pseudoaneurysm, Pulmonary edema, Sinus
or AV node injury, Skin burns, Stroke,
Stroke or cerebral vascular accident,
Tamponade,
Thrombosis,
Vasovagal
reaction, X-ray exposure

FSC/CPP
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Manufacturer:
Boston
Scientific
Corporation,
300
Boston Scientific Way,
Marlborough,
MA
01752, USA

Rotalink Burr

Exchangeable
Catheter

Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh
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Percutaneous rotational coronary angioplasty with the
Rotablator Rotational Atherectomy System, as a sole
therapy or with adjunctive balloon angioplasty, is
indicated in patients with coronary artery disease who
are acceptable candidates for coronary artery bypass
graft surgery and who meet one of the following
selection criteria:
 Single vessel atherosclerotic coronary artery
disease with a stenosis that can be passed with a
guidewire,
 Multiple vessel coronary artery disease that in the
physician’s judgment does, not pose undue risk to
the patient,
 Certain patients who have had prior percutaneous
transluminal coronary, angioplasty (PTCA), and
who have a restenosis of the native vessel; or,
Native vessel atherosclerotic coronary artery
disease that is less than 25 mm in length.

Contraindication & Side-effect

Contraindications: Occlusions through
which a guidewire will not pass. Last
remaining vessel with compromised left
ventricular function. Saphenous vein grafts.
Angiographic evidence of thrombus prior to
treatment with the RotablatorSystem. Such
patients may be treated with thrombolytics
(e.g., Urokinase). When the thrombus has
been resolved for two to four weeks, the
lesion may be treated with the Rotablator
System. Angiographic evidence of significant
dissection at the treatment site. The patient
may be treated conservatively for
approximately four weeks to permit the
dissection to heal before treating the lesion
with the Rotablator System.
Adverse Event: Angina or unstable angina,
Arrhythmias, Bailout stenting,
Cardiac
perforation, Cardiac tamponade, Conduction
block, Coronary artery spasm, Death, Drug
reaction, allergic reaction to contrast media,
Embolism (coronary, cerebral, peripheral),
Hemorrhage or hematoma, Infection, local
infection, systemic infection, Myocardial
ischemia, Myocardial infarction (Q-wave and
non
Q-Wave),
Pericardial
effusion,
Pulmonary edema/cardiogenic shock, Slow
flow, no flow, abrupt vessel closure, Stroke,
Vascular
thrombus,
Vessel
trauma
(dissection, perforation, rupture or injury)

FSC/CPP
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Manufacturer:
Boston
Scientific
Corporation,
300
Boston Scientific Way,
Marlborough,
MA
01752, USA

RotaLink™ Advancer

Catheter
device

Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh
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Percutaneous rotational coronary angioplasty with the
Rotablator Rotational Atherectomy System, as a sole
therapy or with adjunctive balloon angioplasty, is
indicated in patients with coronary artery disease who
are acceptable candidates for coronary artery bypass
graft surgery and who meet one of the following
selection criteria:
 Single vessel atherosclerotic coronary artery
disease with a stenosis that can be passed with a
guidewire,
 Multiple vessel coronary artery disease that in the
physician’s judgment does, not pose undue risk to
the patient,
 Certain patients who have had prior percutaneous
transluminal coronary, angioplasty (PTCA), and
who have a restenosis of the native vessel; or,
 Native vessel atherosclerotic coronary artery
disease that is less than 25 mm in length.

Contraindication & Side-effect

Contraindications: Occlusions through
which a guidewire will not pass. Last
remaining vessel with compromised left
ventricular function. Saphenous vein grafts.
Angiographic evidence of thrombus prior to
treatment with the Rotablator, System. Such
patients may be treated with thrombolytics
(e.g., Urokinase). When the thrombus has
been resolved for two to four weeks, the
lesion may be treated with the Rotablator
System. . Angiographic evidence of
significant dissection at the treatment site.
The patient may be treated conservatively for
approximately four weeks to permit the
dissection to heal before treating the lesion
with the Rotablator System.
Adverse Event: Angina or unstable angina,
Arrhythmias, Bailout stenting,
Cardiac
perforation, Cardiac tamponade, Conduction
block, Coronary artery spasm, Death, Drug
reaction, allergic reaction to contrast media,
Embolism (coronary, cerebral, peripheral),
Hemorrhage or hematoma, Infection, local
infection, systemic infection, Myocardial
ischemia, Myocardial infarction (Q-wave and
non
Q-Wave),
Pericardial
effusion,
Pulmonary edema/cardiogenic shock, Slow
flow, no flow, abrupt vessel closure, Stroke,
Vascular
thrombus,
Vessel
trauma
(dissection, perforation, rupture or injury)

FSC/CPP
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Manufacturer:
Boston
Scientific
Corporation,
300
Boston Scientific Way,
Marlborough,
MA
01752, USA

RotaLink™ Plus

Pre-Connected
Exchangeable
Catheter and
advancing device

Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh
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Percutaneous rotational coronary angioplasty with the
Rotablator Rotational Atherectomy System, as a sole
therapy or with adjunctive balloon angioplasty, is
indicated in patients with coronary artery disease who
are acceptable candidates for coronary artery bypass
graft surgery and who meet one of the following
selection criteria:
 Single vessel atherosclerotic coronary artery
disease with a stenosis that can be passed with a
guidewire,
 Multiple vessel coronary artery disease that in the
physician’s judgment does, not pose undue risk to
the patient,
 Certain patients who have had prior percutaneous
transluminal coronary, angioplasty (PTCA), and
who have a restenosis of the native vessel; or,
 Native vessel atherosclerotic coronary artery
disease that is less than 25 mm in length.

Contraindication & Side-effect

Contraindications: Occlusions through
which a guidewire will not pass, Last
remaining vessel with compromised left
ventricular function, Saphenous vein grafts.
Angiographic evidence of thrombus prior to
treatment with the Rotablator System. Such
patients may be treated with thrombolytics
(e.g., Urokinase). When the thrombus has
been resolved for two to four weeks, the
lesion may be treated with the Rotablator
System. Angiographic evidence of significant
dissection at the treatment site. The patient
may be treated conservatively for
approximately four weeks to permit the
dissection to heal before treating the lesion
with the Rotablator System.
Adverse Event: Angina or unstable angina,
Arrhythmias, Bailout stenting,
Cardiac
perforation, Cardiac tamponade, Conduction
block, Coronary artery spasm, Death, Drug
reaction, allergic reaction to contrast media,
Embolism (coronary, cerebral, peripheral),
Hemorrhage or hematoma, Infection, local
infection, systemic infection, Myocardial
ischemia, Myocardial infarction (Q-wave and
non
Q-Wave),
Pericardial
effusion,
Pulmonary edema/cardiogenic shock, Slow
flow, no flow, abrupt vessel closure, Stroke,
Vascular
thrombus,
Vessel
trauma
(dissection, perforation, rupture or injury)

FSC/CPP
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Manufacturer:
Boston
Scientific
Corporation,
300
Boston Scientific Way,
Marlborough,
MA
01752, USA

Rotawire and wireClip
Torquer

Rotablator Rotational
Atherectomy
System
Guidewires

D

These guidewires are intended for use with the
Rotablator Rotational Atherectomy System.

Occlusion Balloon
Catheter

D

Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh

112.

Manufacturer:
MicroVention, Inc.
1311 Valencia Ave
Tustin, CA 92780
USA
Local Agent:
M/S,
UniTrade
Corporation,
2/5, Humayun Road
(3rdFl), Block-B
Mohammadpur,
Dhaka-1207
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Scepter C & XC
Occlusion Balloon
Catheter

The Scepter C and Scepter XC Occlusion Balloon Catheters
are intended:
For use in the peripheral and neuro vasculature where
temporary occlusion is desired.
The balloon catheters provide temporary vascular occlusion
which is useful in selectively stopping or controlling blood
flow. The balloon catheters also offer balloon assisted
embolization of intracranial aneurysms.
For use in the peripheral vasculature for the infusion of
diagnostic agents, such as contrast media, and therapeutic
agents such as embolization materials. For neurovascular
use for the infusion of diagnostic agents such as contrast
media, and therapeutic agents, such as embolization
materials, that have been approved or cleared for use in the
neurovasculature and are compatible with the inner diameter
of the Scepter C/XC Balloon Catheter.

Contraindication & Side-effect

Contraindications: Carefully read this
document and refer to the Rotablator
Console “Operations Manual” and Rotalink
Exchangeable Burr Catheter “Instructions for
Use”, observing all Contraindications,
Restrictions, Warnings, and Precautions for
specific information on the use of these
components.
Adverse Event: Angina or unstable angina,
Arrhythmias, Bailout stenting,
Cardiac
perforation, Cardiac tamponade, Conduction
block, Coronary artery spasm, Death, Drug
reaction, allergic reaction to contrast media,
Embolism (coronary, cerebral, peripheral),
Hemorrhage or hematoma, Infection, local
infection, systemic infection, Myocardial
ischemia, Myocardial infarction (Q-wave and
non
Q-Wave),
Pericardial
effusion,
Pulmonary edema/cardiogenic shock, Slow
flow, no flow, abrupt vessel closure, Stroke,
Vascular
thrombus,
Vessel
trauma
(dissection, perforation, rupture or injury)
Contraindication:
 Not intended for embolectomy or
angioplasty procedures
 Not intended for use in coronary vessels
 Not intended for pediatric or neonatal
use
Potential
complication:
Potential
complications include, but are not limited to:
vessel or aneurysm perforation, vasospasm,
hematoma at the site of entry, embolism,
ischemia,
ntracerebral/
intracranial
hemorrhage, pseudo aneurysm, seizure,
stroke, infection, vessel dissection, thrombus
formation, and death.

FSC/CPP
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Manufacturer:
St. Jude Medical
Cardiac Rhythm
Management Division
15900 Valley View Ct
Sylmar, CA USA 91342

SJM
Implantable
Cardiac Pacing Lead

Implantable
Pacing Lead

Cardiac

K¬vm

wb‡`©kbv

D
(P-46)

Leads are designed for use in compbination with a
compatible pulse generator to provide permanent
pacing and sensing in either the atrium or ventricle.

Local Agent:
M/s. The Spondon
Ltd.
BSEC Bhaban, Level9, 102 Kazi Nazrul
Islam Avenue, Kawran
Bazar, Dhaka-1215

114.

Manufacturer:
Boston
Scientific
Corporation,
300
Boston Scientific Way,
Marlborough,
MA
01752, USA
Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh
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Soloist Single Needle
Electrode

Radiofrequency Ablation
Needle Electrode

D

It is intended to be used in conjunction with the RF
3000 Generator for the thermal coagulation necrosis of
soft tissues, including partial or complete ablation of
nonresectable liver lesions. These procedures should
only be performed by physicians and staff familiar with
the equipment and techniques involved.

Contraindication & Side-effect

Contraindication: In patient who are
expected to be hypersensitive to a single
dose of 1.0 milligram of dexamethasone
sodium phosphate.
In the presence of tricuspid atresia and in
patients with mechanical tricuspid valves
Side-effect: Implanted cardiac leads are
subjected to a hostile environment within the
body due to constant, complex flexural and
tensional forces, interactions with leads
and/or the pulse generator, or other forces
associated with cardiac contractions and
patient physical activity, posture, and
anatomical influence. Cardiac leads
functional lifetimes can be affected by these
and other factors.
Contraindications: Before using, inspect
the package for any breach to the sterile
barrier and inspect product for any damage.
If package is broken or product is damaged
DO NOT USE. Immediately return package
and product to Boston Scientific.
Adverse Events: Abscess, ARDS (Acute
Respiratory Distress Syndrome), Arrhythmia,
Ascites, Biloma, Burn, Death, Delayed
hemorrhage into ablated tissue, Diarrhea,
Electric Shock, Fistula, including biliary
fistula, Hematoma, Hemorrhage, Infection,
Liver Failure, Liver Insufficiency, Pain,
Perforation, Peritonitis, Persistent Fever >
39° C, Pleural Effusion, Renal Failure,
Tumor Recurrence, Tumor Seeding

FSC/CPP
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115.

Manufacturer:
Boston
Scientific
Limitwd
Ballybrit
Business park. Galway,
Ireland

Stingray Extension Wire

Extension wire

K¬vm

wb‡`©kbv

D

The attachment of the Stingray Extension Wire to the
extendable guidewire creates a guidewire that can be
used to exchange a catheter without removing the
guidewire from the vessel. When the exchange is
complete, the guidewire extension can be detached
and the original guidewire can again be used in a
conventional manner.

Contraindications: None known.

The Stingray Guidewires are intended to facilitate
placement of balloon dilatation catheters or other
intravascular devices during percutaneous transluminal
coronary angioplasty (PTCA) and percutaneous
transluminal angioplasty (PTA). Stingray Guidewires
are not to be used in cerebral blood vessels. When
used as part of the system consisting of the
CrossBoss™ Catheter, Stingray Catheter, and Stingray
Guidewire, the Stingray Guidewire is indicated for use
to facilitate the intraluminal placement of conventional
guidewires beyond stenotic coronary lesions (including
chronic total occlusions [CTOs]) prior to PTCA or stent
Intervention.
The Stingray LP Catheter is indicated for directing,
steering, controlling, and supporting a guidewire in
order to access discrete regions of the coronary and
peripheral vasculature. When used as part of the
System consisting of the CrossBoss™ Catheter,
Stingray LP Catheter and Stingray Guidewire, the
Stingray LP Catheter is indicated for use to facilitate the
intraluminal placement of conventional guidewires
beyond stenotic coronary lesions (including chronic
total occlusions [CTOs]) prior to PTCA or stent
intervention.

Contraindications: None known.

Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh
116.

Manufacturer:
Boston
Scientific
Limitwd
Ballybrit
Business park. Galway,
Ireland

Stingray Guidewire with
Hydrophilic coating

Guidewire

D

Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh

117.

Manufacturer:
Boston
Scientific
Limitwd
Ballybrit
Business park. Galway,
Ireland
Local Agent:
M/s. Medi Graphic
Trading
Ltd.,
14
Purana Paltan, Dhaka,
Bangladesh
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Stingray LP Catheter

Vascular
Catheter

Guide

D

Contraindication & Side-effect

Adverse Events: None known.

Adverse Events: None known.

Contraindications: Not intended for use in
the cerebral vasculature. Unprotected left
main coronary artery. Coronary artery spasm
in the absence of a significant stenosis.
Adverse Events: Acute myocardial
infarction, Hemorrhage or hematoma,
Vessel trauma that may require further
intervention or surgical repair, Artery spasm.
Embolism, Stroke/neurological deficit, Drug
reactions, allergic reaction to contrast media,
Infection, Cardiac tamponade, Recurrence
of angina,

FSC/CPP
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118.

Manufacturer:
Ethicon, LLC, USA

SURGICEL Absorbable
Hemostat

Hemostat

Distributor:
Johnson & Johnson
PVt. Ltd., India
Local Agent:
Modern Surgical (pvt)
Ltd., 34/1, (2nd Floor)
Mitford Road, Dhaka1100

K¬vm

wb‡`©kbv

D

SURGICEL Haemostat is used adjunctively in surgical
procedures to assist in the control of capillary, venous
and small arterial haemorrhage when ligation or other
conventional methods of control are impractical or
ineffective.
Surgicel Haemostat can be used in many aeras of
surgery
e.g.
cardiovascular
surgery,
haemorrhaidectomy,
implantation of
vascular
prostheses, biopsies, lung operations, surgery to the
face and jaw, gasrik resection, operations to the throat
or nose, liver and gall bladder operations, thoracic and
abdominal sympathectomies, neurosurgery, especially
cerebral operations, skin transplantations, treatment of
superficial injuries.
Surgicel Haemostat is indicated also for adjunctive use
in dental application to assist in the control of bleeding
in exodontia and oral surgery. It may also be used to
help achieve haemostasis after single or multiple tooth
extractions, gingival haemorrhage, impactions, biopsies
and other procedures in the oral cavity.

Contraindication & Side-effect

Contraindications:

Although packing or wadding sometimes is
medically necessary, Surgicel Haemostat
should not be used in this manner, unless it
is to be removed after haemostasis is
achieved.

Surgicel Haemostat should not be used for
implantation in bone defects, such as
fractures, since there is possibility of
interference with callus formulation and a
theoretical chance of cyst formation.

When Surgicel Haemostat is used to help
haemostatsis in, around, or in proximity to
foramina in bony confine, the spinal cord, or
the optic nerve and chiasm, it must always
be removed after haemostasis is achieved
since it will swell and could exert unwanted
pressure.

Surgicel Haemostat should not be used to
control haemorrhage from large arteries.

Surgicel Haemostat should not be used on
non-haemorrhagic serous oozing surfaces,
since body fluids other than whole blood,
such as serum, do not react with Surgicel
Haemostat to produce satisfactory
haemostatic effect.

Surgicel Haemostat should not be used as
an adhesion prevention product.
Warnings:
Surgicel Haemostat is supplied sterile and as the
material is not compatible with autoclaving or
ethylene oxide sterilization Surgicel Haemostat
should not be re-sterilized.
Surgicel Haemostat is not intended as a substitute
for careful surgery and proper use of suture and
ligatures. Closing Surgicel Haemostat in a
contaminated wound without drainage may lead to
complications and should be avoided.
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119.

Manufacturer:
Ferrosan Medical
Devices A/S, Denmark

SURGIFLO
Haemostatics Matrix Kit
thrombin

Haemostatics Matrix Kit
thrombin

D

SURGIFLO™ is indicated for surgical procedures
(except ophthalmic) for haemostasis, when control of
capillary, venous and arteriolar bleeding by pressure,
ligature, and other conventional procedures is
ineffective or impractical.

Traxcess Guidewires &
Docking Wire
Cerebral Aneurysm

Guidewires and Docking
Wire for

Distributor:
Johnson & Johnson
PVt. Ltd., India
Local Agent:
Modern Surgical (pvt)
Ltd., 34/1, (2nd Floor)
Mitford Road, Dhaka1100

120.

Manufacturer:
MicroVention, Inc.
1311 Valencia Ave
Tustin, CA 92780
USA
Local Agent:
M/S,
UniTrade
Corporation
2/5, Humayun Road
(3rdFl), Block-B
Mohammadpur,
Dhaka-1207
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D

Traxcess Guidewire is intended for general
intravascular use, including the neuro and
peripheral vasculature. The guidewire can be
steered to facilitate the selective placement of
diagnostic or therapeutic catheters. This
device is not intended for use in coronary
arteries.

Contraindication & Side-effect

FSC/CPP

‡UKwbK¨vj
mve KwgwUi
mfvi wm×všÍ

mfvi wm×všÍ

Contraindications:
• Do not inject or compress SURGIFLO™
into blood vessels. Do not use SURGIFLO™
in intravascular compartments because of
the risk of thromboembolism, disseminated
intravascular coagulation, and increased risk
of anaphylactic reaction.
• Do not use SURGIFLO™ in patients with
known allergies to porcine gelatin.
• Do not use SURGIFLO™ in closure of
skin incisions because it may interfere with
the healing of skin edges. This interference is
due to mechanical interposition of gelatin and
is not secondary to intrinsic interference with
wound healing.
Side Effects: Not Known
Contradiction: There are no known
contraindications.

Denmark
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121.

Manufacturer:
Toshiki International
Singapore Pte Ltd.,
Singapore

Dermatix ultra Gel

Silicone gel

K¬vm

wb‡`©kbv

C

It is a topical silicone gel that functions as a
transparent physical barrier that dries quickly
helps maintain the skins moisturize balance,
while aiding the management of scarred skin
suface resulting from surgery, burns and
other injuries dertix ultra gel is used for the
management and prevention caloids and
hypertropic scares (such as those resulting
from general surgical procedures, trauma,
wounds and burns). It should be used after
the wound has healed and when the skin
surface is intact.
Derived from high purity polysiloxane material
and extremely useful in treating new and old
scars and hypertrophic scarring.

Local Agent:
Zuellig
Pharma
Bangladesh ltd., 191/A
Haque Tower, Tejgaon
Gulshan Link Road
Dhaka
122.

Manufacturer:
Eucare
Pharmaceuticals
Ltd., INDIA

Lysil Gel
Pvt

Local Agent:
Kulic Limited
9/7, Eastern Plaza (8th
Floor), 70, BirUttom
C.R Datta Road,
Hatirpul, Dhaka
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Silicone gel

C

Contraindication & Side-effect

Contradiction: There
contraindications.

FSC/CPP
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Singapore
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India
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Kivi Rb¨ ejv
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‡iwR‡óªkb
MvBWjvBb
Abyhvqx
cÖ‡qvRbxq
WKz‡g›U `vwLj
Kivi Rb¨ ejv
nj|

Side Effect: None

Contradiction: There
contraindications.
Side Effect: None

Annex-F: Proposed Product for Import (IVD Reagent)
Sl
No

cÖ¯‘ZKvi‡Ki bvg

123.

Manufacturer: Haemonetics
Corporation, 400, Wood
Road,
Braintree,
Massachusetts, MA 02184,
USA

124.

Local Agent :
MBiologix, 205 Shahid Syed
Nazrul Islam Swarani,
Dhaka-1000.
Manufacturer:
Lifescan,
Europe, Switzerland

evwYwR¨K bvg
ACD-A Anticogulant Solution
500ml
REF:426C

AvBwfwW wi‡q‡R‡›Ui bvg
Sterile, Non-pyrogenic
Solution for the
Anticoagulation of Whole
Blood for Use in Automated
Apheresis Procedures.

K¬vm
C

Manufacturer:
Meril Diagnostic Pvt. Ltd.,
India

OneTouch Ultra® Control Solution

Control

Merisera Combo (Anti-A, Anti-B,
Anti-D(IgM)

Combo (Anti-A, Anti-B, AntiD(IgM)
Blood Grouping Reagent

Local Agent :
Meril
Bangladesh
Pvt.
Ltd.,West
Panthopath,
Dhaka
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Sterile, Non-pyrogenic Solution for the Anticoagulation of
Whole Blood for Use in Automated Aphaeresis
Procedures.

FSC/CPP
Switzerland
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Acid Citrate Dextrose- Adenine

B
(P-38)

Local Agent :
MF Consumers Limited,
Anchor Tower, 108 Bir uttam
CR Datta Road, Dhaka

125.

Intended use

D

OneTouch Ultra® Control Solution contains a known
amount of glucose and is used to check that the meter
and the test strips are working properly.
Do a control solution test:
 To practice the test process without having to use
blood
 Once a week to check your meter
 Whenever you open a new vial of test strips
 If you suspect the meter or test strips are not working
properly
 If you are repeatedly getting unexpected blood sugar
results
 If you drop or damage your meter
It is intended for in-vitro determination of ABo group and
Rh typing of Human red blood cell antigen.

Switzerland

India
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cv‡i|
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126.

Manufacturer:
Beacon Diagnostic Pvt. Ltd.,
India

127.

128.

129.

130.

Local Agent :
Medi Need International, B5/7, Ganda, Savar, Dhaka
Manufacturer:
Beacon Diagnostic Pvt. Ltd.,
India
Local Agent :
Medi Need International, B5/7, Ganda, Savar, Dhaka
Manufacturer:
Becton Dickinson and
company, USA
Local Agent :
Becton Dickinson India Pvt.
Ltd.80, Kakrail Dhaka
Manufacturer:
Becton Dickinson and
company, USA
Local Agent :
Becton Dickinson India Pvt.
Ltd.80, Kakrail Dhaka
Manufacturer:
Becton Dickinson and
company, USA
Local Agent :
Becton Dickinson India Pvt.
Ltd.80, Kakrail Dhaka
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Tuberculin purified protein
derivative

C

Tuberculin purified protein derivative (PPD) is a diagnostic
agent. It works by causing a mild, delayed allergic reaction
in patients infected with TB or who have had a past
infection, which allows for detection of TB.

India

‡iwR‡óªkb
MvBWjvBb
Abyhvqx
cÖ‡qvRbxq
WKz‡g›U `vwLj Kivi Rb¨
ejv †h‡Z cv‡i|

‡iwR‡óªkb
MvBWjvBb Abyhvqx
cÖ‡qvRbxq WKz‡g›U
`vwLj Kivi Rb¨
ejv nj|

Widal Antigen Slide Test

Staine Salmonella Antigen
test

C

It is used for detection of Specific Antibodies produced in
response to the stimulation by specific antigen of
Salmonella (group)

India

‡iwR‡óªkb
MvBWjvBb
Abyhvqx
cÖ‡qvRbxq
WKz‡g›U `vwLj Kivi Rb¨
ejv †h‡Z cv‡i|
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cÖ‡qvRbxq WKz‡g›U
`vwLj Kivi Rb¨
ejv nj|

BD FACScount Reagent Kit

CD4, CD8, and CD3 counting
reagent

D

The BD FACSCount™ reagent kit is intended for in vitro
diagnostic use in enumerating the absolute counts of CD4,
CD8, and CD3 T-lymphocytes in unlysed whole blood,
using the BD FACSCount™
Instrument.

USFDA

Aby‡gv`b
cv‡i|

Kiv
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FACSCount™ instrument
Control

B

The BD FACSCount™ control kit is intended for in vitro
diagnostic use in setting up the BD FACSCount™
instrument and for checking linearity.

USFDA

Aby‡gv`b
cv‡i|

Kiv

†h‡Z

Aby‡gv`b Kiv nj|

HIV Detection Reagent

B

Optimized sheath fluid for use on flow cytometry
instrument

USFDA

Aby‡gv`b
cv‡i|
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Tuberculin
derivative

purified

BD Facscount Control Kit

BD FACS flow sheath Fluid

protein

Annex-: G Proposed Products for Locally Manufacture (Herbal)
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1. Acme
Laboratories Ltd.
(Herbal &
Nutraceuticals
Division)

2. Acme
Laboratories Ltd.
(Herbal &
Nutraceuticals
Division)

114 | P a g e

Jl‡ai bvg
I †R‡bwiK bvg

Organic Bitter Melon
Fruit extract + Organic
Bitter Melon Stem
powder (Momordica
charantia Linn.)
Capsule

wb‡`©kbv

Contra-indication & Side effect

It is used as hypoglycemic (blood Contraindication: It is contraindicated
during pregnancy, persons with
sugar lowering) agent
hypoglycemia & in women who are
breast feeding
Side effects: There is a relatively low
toxicity of all parts of the bitter melon

Status
(New
Molecule/
Existing)

Reference

New
Molecule

PDR for
Herbal
Medicines,
3rd Edition,
P-88, 89

‡UKwbK¨vj mve KwgwUi
wm×všÍ
Aby‡gv`b Kiv †h‡Z
cv‡i|

mfvi wm×všÍ

Aby‡gv`b Kiv
nj|

Organic Bitter Melon
Fruit extract
(Momordica charantia
Linn.) 250 mg +
Organic Bitter Melon
Stem powder
(Momordica charantia
Linn.) 410 mg Capsule

Svarjiksara (Sodium
Bicarbonate) +
Nimbukamlam (Citric
acid) (coated)
Effervescent Powder
Svarjiksara (Sodium
Bicarbonate) 2.200 g +
Nimbukamlam (Citric
acid) (coated) 2.070 g/5
g Effervescent Powder

The symptomatic relief of
indigestion, flatulence & nausea

Contraindication: It is contraindicated
into patients on salt restricted diets
Side effects: No known side effects

New
Eno Of
No Approved
Molecule GlaxoSmith Reference

Klines
(GSK)
product

bvgÄyi Kiv
nj|

bs

cÖ¯‘ZKvi‡Ki bvg

3. Acme
Laboratories Ltd.
(Herbal &
Nutraceuticals
Division)

4. Acme
Laboratories Ltd.
(Herbal &
Nutraceuticals
Division)

5. Acme
Laboratories Ltd.
(Herbal &
Nutraceuticals
Division)
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Camphor Oil (Ext.) + Blue
Gum Tree Oil + Mint (Ext.) +
Turpentine Oil + Nutmeg Oil
Cold Relief Balm

It is a soothing balm that relieves
nasal and chest congestion. Its
counter-irritant effects relieve
headaches and body aches
associated with the common cold

Contraindication: There is no known
contraindication

This medicated face wash
prevents pimple, acne & helps
clean & clear skin naturally

Contraindication: There is no known
contraindication

The cream is useful in dry &
cracked heels/soles & rough feet

Contraindication: There is no known
contraindication

Camphor Oil (Ext.) 2.5 g +
Blue Gum Tree Oil 1.25 g +
Mint (Ext.) 1.25 g +
Turpentine Oil 1.25 g +
Nutmeg Oil 1.25 g/100 g
Cold Relief Balm
Nim (Ext.) Ph. Grade +
Turmeric (Rz.) Face Wash
Nim (Ext.) Ph. Grade 50 mg
+ Turmeric (Rz.) Ph. Grade
50 mg/g Face Wash

Tumeric (Curcuma longa) +
Fenugreek (Trigonellafoenumgraecum) + Sal Tree (Shorea
robusta) + Honey (Mel
despumatum) Cream
Tumeric (Curcuma longa) Ph.
Grade 1.25 g + Fenugreek
(Trigonellafoenum- graecum)
Ph. Grade 1.25 g + Sal Tree
(Shorea robusta) Ph. Grade
1.25 g + Honey (Mel
despumatum) 10 g/100 g
Cream

Contra-indication & Side effect

Status
(New
Molecule/
Existing)

Reference

‡UKwbK¨vj mve KwgwUi
wm×všÍ

Cold Balm of
New
Aby‡gv`b Kiv †h‡Z
Molecule Himalaya Drug cv‡i|
Co. Ltd., India

Side effects: No known side effects

Side effects: No known side effects

Side effects: There is a relatively low
toxicity of all parts of the bitter melon

mfvi wm×všÍ

Aby‡gv`b Kiv
nj|

The German
Commission E
Monograph

Himalaya Drug Aby‡gv`b Kiv †h‡Z
New
Co.
Ltd., India cv‡i|
Molecule
PDR for
Herbal
Medicine 2nd
edition.
The German
Commission E
Monograph
Mosbys drugs
consultant
Foot Care
New
No Approved
Cream
of
Molecule
Reference
Himalaya Drug
Co. Ltd., India

Aby‡gv`b Kiv
nj|

bvgÄyi Kiv
nj|
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6. Bexer Herbal &
Nutraceuticals
Matidali, 2nd
Bypass Road,
Manikchock,
Bogra.

Fructus Agni Casti

7. Bexer Herbal &
Nutraceuticals

Ginkgo biloba

nd

Matidali, 2
Bypass Road,
Manikchock,
Bogra.
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Fructus Agni Casti
162 mg tablet
Vitex agnus-castus

Ginkgo biloba 70 mg
capsule.

wb‡`©kbv

Contra-indication & Side effect

Fructus Agni Casti consists of the
dried, ripe fruits of Vitex agnuscastus L. (Lamiaceae) (1, 2).
Used as an anaphrodisiac,
calefacient, contraceptive,
emmenagogue, seda-tive and as a
tonic. Effect on prolactin
secretion, Abnormal menstrual
cycles and infertility, Acne
treatment, Cyclic breast pain
(mastalgia), Premenstrual
syndrome, Effects on lactation.

Contra-indication: Fructus Agni
Casti should not be used during
pregnancy.

Cerebral insufficiency: memory
deficit, depression, attention and
memory loss that occur with
Alzheimer's disease and multi-

Contra-indication: Some
MEDICINES MAY INTERACT
with ginkgo biloba. Tell your health
care provider if you are taking any
other medicines, especially any of
the following:
Nonsteroidal anti-inflammatory
drugs (NSAIDs; eg, aspirin,
ibuprofen) or warfarin because the
risk of serious bleeding may be
increased

infarct dementia. Vertigo and tinnitus
(ringing in the ear) of vascular and
involutional origin Peripheral vascular
disease: improvement of pain-free walking
distance in Peripheral Arterial Occlusive
Disease in Stage II according to Fontaine
(intermittent claudication) in a regimen of
physical therapeutic measures, in particular
walking exercise.
OTHER POTENTIAL USES : Protective
action in hypoxia Acute cochlear deafness
Sexual dysfunction associated with
SSRI use.

Status
(New
Molecule/
Existing)

Reference

‡UKwbK¨vj mve KwgwUi
wm×všÍ

mfvi wm×všÍ

1. WHO
monographs on
selected
medicinal plants.
Volume 4

Aby‡gv`b Kiv †h‡Z
cv‡i|

Aby‡gv`b Kiv
nj|

1. PDR for Herbal
Medicine 2nd
edition.
Page 342 - 346
2. Peng, F., H.
Guo, M. Hao, J.
Guo, Y. Yang & P.
Tan (2012) Am. J.
Plant Sci. 102-9.
3. Stan, I. (2009)
Bull. UASVM
Horticult. 66: 6204. Mori, M., K.
Suzuki & R.
Kohzaki (2000) J.
Japan. Soc. Food
Soc. Technol. 47:
448-51.
5. Barlow, P.W. &
E.U. Kurczynska
(2007) J. Plant Res.
120: 269-80.

Aby‡gv`b Kiv †h‡Z
cv‡i|

Aby‡gv`b Kiv
nj|

Side effect: The
major reactions reported included
acne, changes to the menstrual
cycle,
dizziness, gastrointestinal distress,
increased menstrual ﬂow, nausea,
skin
reactions, urticaria and weight gain .

Side effect:
No side effects following proper
administration of designated
therapeutic dosages.

bs

cÖ¯‘ZKvi‡Ki bvg

8. Bexer Herbal &
Nutraceuticals

Jl‡ai bvg
I †R‡bwiK bvg

Salix alba bark extract
500mg tablet

wb‡`©kbv

Used in back pain, join pain

Matidali, 2nd
Bypass Road,
Manikchock,
Bogra.

9. Bexer Herbal &
Nutraceuticals
Matidali, 2nd
Bypass Road,
Manikchock,
Bogra.
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Glucosamine and
Chondroitin Sulfate
Glucosamine 250 mg
and Chondroitin
Sulfate 200 mg Tablet

Osteoarthritis (OA), Rheumatoid
arthritis (RA), Degenerative
change in bone and joint.
Prophylaxis of muscle and
tendon injury.

Contra-indication & Side effect

Contra-indication: Cortex Salicis is
contraindicated in cases of hypersensiticity
or allergy to the plant material or to
salicylates (e.g. asthma, bronchial spasm,
rhinitis or urticaria)
Side effect: Allergicreaction such as
pruritus, urticaria and gastrointestinal
symptoms may occur. One case of an
allergic reaction in a 32- year-old atopic
patient who showed a severe anaphylactic
reaction after the ingestion of a pollen
compound containing 9the crude drug has
been reported.
Contra-indication: It is safe in
recommended dose but caution should be
taken in Diabetes, Glucose-6-phosphate
dehydrogenase deficiency (G6PD
deficiency), Iron-related disorders such as
hemochromatosis, thalassemia or anemia
and sickle cell disease.
Side effect:
A traditional and widely consumed food,
the rosehip showed considerable safety. In
very rare case acid regurgitation, diarrhea
and constipation may occur.

Status
(New
Molecule/
Existing)

Reference

‡UKwbK¨vj mve KwgwUi
wm×všÍ

mfvi wm×všÍ

Who
monographs
on Selected
medicinal
plants
Volume 4

Aby‡gv`b Kiv †h‡Z
cv‡i|

Aby‡gv`b Kiv
nj|

WorksafeBC
Evidence-Based
Practice Group
Dr. Craig
W.Martin, Senior
Medical Advisor.

No Approved
Reference

bvgÄyi Kiv
nj|

O’Donnell S,
Lagacé C, McRae
L, Bancej C. Life
with arthritis in
Canada: a
personal and
public
health challenge
Chronic Diseases
and Injuries in
Canada.
2011;Vol
31(3):135-6.
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10. Bexer Herbal &
Nutraceuticals
Matidali, 2nd
Bypass Road,
Manikchock,
Bogra.
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Maca

Maca 500 mg capsule
Lepidium meyenii

wb‡`©kbv

sexual dysfunction in women
antidepressants
Male infertility
sperm count
blood pressure
depression
anxiety
anemia
Leukemia
Sexual desire
Depression
Symptoms of menopause
Osteoporosis

Contra-indication & Side effect

Contra-indication: Patients with
thyroid conditions should avoid
maca because glucosinolates taken
in excess and combined with a lowiodine diet can cause goiter.
Side effect:
Maca is LIKELY SAFE for most
people when taken in amounts
found in foods.

Status
(New
Molecule/
Existing)

Reference

Maca. Review of
Natural Products.
factsandcomparis
ons4.0 [online].
February 2008.
Available from
Wolters Kluwer
Health, Inc.
Accessed January
17, 2008.
2. TGA,
Medsafe. Interim
Joint Expert
Advisory
Committee on
Complementary
Medicine.
Meeting 3
(September 14th,
2006) 2006.
http://www.meds
afe.govt.nz/Profs/
class/classintro.as
p (Accessed
September 24th,
2009).
3. MHRA.
Safety of herbal
medicines. 2005.
http://www.mhra.
gov.uk/home/gro
ups/ispol/documents/w
ebsiteresour
ces/con009277.pd
f (Accessed
September 24th,
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11. Bexer Herbal &
Nutraceuticals
Matidali, 2nd
Bypass Road,
Manikchock,
Bogra.

Jl‡ai bvg
I †R‡bwiK bvg

Muira Puama

wb‡`©kbv



Muira Puama 500mg
capsule
Ptychopetalum
olacoides






12. Bexer Herbal &
Nutraceuticals
Matidali, 2nd
Bypass Road,
Manikchock,
Bogra.
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Folium Cynarae
Folium Cynarae
500 mg tablet
Cynara scolymus

sexual intercourse in
women with a low sex
drive.

Sexual disorders.
Stomach upset.
Menstrual disorders.
Sore joints.
Loss of appetite.
Other conditions.

Folium Cynarae consists of the
dried basal leaves of Cynara
cardunculus.
Irritable bowel syndrome. Oral
treatment of anaemia, diabetes,
fever, gout, rheumatism and
urinary stones

Contra-indication & Side effect

Contra-indication:
Contraindications have not yet been
identified.
Side effect: It is not known if muira
puama is safe or what the possible
side effects might be.

Contra-indication:
Hypersensitivity or allergies to artichokes and
other plants from the Compositae/ Asteraceae,
and obstruction of the bile ducts.
Side effect:
Gastrointestinal complaints included mild
diarrhoea, accompanied by ab- dominal cramps,
upper abdominal pain, nausea and heartburn.
Allergic reactions may occur in sensitized
patients

Status
(New
Molecule/
Existing)

Reference

‡UKwbK¨vj mve KwgwUi
wm×všÍ

mfvi wm×všÍ

1. PDR for
Herbal Medicines
. 2nd ed.
Montvale, NJ:
Thomson
Medical
Economics; 2000:
531-532.
2. Schultes R, et
al. The Healing
Forest: Medicinal
and Toxic Plants
of the Northwest
Amazon.
Portland, OR:
Dioscorides
Press,1990, p.
343.
3. Bucek E, et al.
Volatile
constituents of
Ptychopetalum
olacoides root oil.
Planta Med
1987;53:231.

Aby‡gv`b Kiv †h‡Z
cv‡i|

Aby‡gv`b Kiv
nj|

WHO
monographs
on selected
medicinal
plants.
Volume 4

Aby‡gv`b Kiv †h‡Z
cv‡i|

Aby‡gv`b Kiv
nj|
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13. Bexer Herbal &
Nutraceuticals
Matidali, 2nd
Bypass Road,
Manikchock,
Bogra.

Jl‡ai bvg
I †R‡bwiK bvg

Tang-kuei

Tang-kuei 500 mg
capsule
Angelica sinensis

wb‡`©kbv

Premature ejaculation
cinnamon
Heart disease
menstruation
High blood pressure
pulmonary hypertension
Premenstrual syndrome
Joint aches and pains, Ulcers,
Anemia, Constipation, Skin
discoloration and psoriasis,
Allergies,

14. Total Herbal &
Nutraceuticals

Capsule Bee Pollen
Each capsule contains
500 mg
Bee Pollen
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Other conditions.
More evidence is needed to rate
the effectiveness of Tang-kuei
for these uses.
1) Bee pollen may have
antioxidant and antiinflammatory activity.
2) Renew skin.
3) Boost immunity.
4) Decrease allergy symptoms.

Contra-indication & Side effect

Status
(New
Molecule/
Existing)

1. Jouranl of
Ethnopharmacolo
gy.
2. Hirata, Janie
D.; Swiersz,
Lillian M.; Zell,
Bonnie; Small,
Rebecca;
Ettinger, Bruce.
Does Dong Quai
Have Estrogenic
Effects in
Postmenopausal
Women? A
Double-Blind,
PlaceboControlled Trial.
Obstetrical &
Gynecological
Survey.
53(5):295-296,
May 1998.

Contra-indication:
We have no information for Tangkuei contraindications.

Side effect:
Not to be used during pregnancy
due to the stimulating effect of
Tang-kuei. If you are using any anticoagulant or blood thinning
medication such as warfarin or
aspirin, consult your health care
professional prior to using this
product.

Bee pollen is contraindicated in
people with a known history of
atopy or allergy to pollen or plant
products because of the risk of
hypersensitivity.

Reference

New

‡UKwbK¨vj mve KwgwUi
wm×všÍ

No Approved
Reference

Aby‡gv`b Kiv †h‡Z
The
cv‡i|
Complite
Commission
E
MonographPage No:187
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15. Total Herbal &
Nutraceuticals

16. Total Herbal &
Nutraceuticals

Jl‡ai bvg
I †R‡bwiK bvg

Capsule Boswellia
Extract (Aflapin) +
Chicken Collagen type
II (UC-II)
Each capsule contains
Boswellia Serrata
Standardized
Extract (Aflapin)
100mg + Chicken
Collagen type II (UCII) 40mg
Tablet Melatonin
Each Tablet contains 5
mg
Melatonin
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Contra-indication & Side effect

1) Joint Pain
2) Cartilage formation.
3) To support the structure and
function of their body’s joints

No data are available

(a) Jet lag, (b) Sleeping
difficulties, (c) Cancer
prevention, (d) Regulation of
sleep

No data are available, but in theory
melatonin may be additive with
medication that causes CNS depression.
In addition, beta-blockers inhibit
melatonin release, and this may be the
mechanism by which beta-blockers
cause sleep disturbance. Other drugs,
including fluoxetine, ibuprofen and
indomethacin, may also reduce
nocturnal melatonin secretion.
Melatonin may influence the effects of
warfarin.

Status
(New
Molecule/
Existing)

Reference

mfvi wm×všÍ

Aby‡gv`b Kiv †h‡Z
cv‡i|
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1. British
Aby‡gv`b Kiv †h‡Z
National
cv‡i|
Formulary
(BNF) Page no:
422.
2. USP–
Dietary
Supplement
Compendium.
USP32-NF27
Page1556

Aby‡gv`b Kiv
nj|

1) PDR for
Herbal Medicine,
Fourth Edition,
Page-319-320
and 129.
3) Indian Herbal
Pharmacopeia.,
Page-1409-1410.
2)Who
Monograph of
Sleeted Medicinal
Plant –Volume 3-Page 56-68

New
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17. Total Herbal &
Nutraceuticals

Jl‡ai bvg
I †R‡bwiK bvg

Tablet BIOTIN 5 mg
Each Tablet Contains
5mg Biotin

18. Total Herbal &
Nutraceuticals

Tablet BIOTIN 10 mg
Each Tablet Contains 10
mg Biotin

19. Total Herbal &
Nutraceuticals

Capsule Artichoke +
L orthonine L
aspartame
Each capsule contains
Artichoke 150mg + L
orthonine L aspertam
250 mg
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Contra-indication & Side effect

Hair loss, brittle nails, skin rash
in infants (seborrheic dermatitis),
diabetes, Diabetic nerve pain and
mild depression.

It is not known if this product
interacts with any medicines.

Hair loss, brittle nails, skin rash
in infants (seborrheic dermatitis),
diabetes, Diabetic nerve pain and
mild depression.

It is not known if this product
interacts with any medicines.

1)Acute & Chronic Hepatitis:
Alcoholic liver Damage
2) Fatty Liver: Adjunct to
Hepatoxic Drug
3) Liver Cirrhosis: Hepatic
Encephalopathy
4) Post Hepatitis Convalescence:
Jaundice

No adequate investigations of the
use of this drug in children are
available. Therefore, it should not
be used in children under the age of
12 years.

Status
(New
Molecule/
Existing)
New

New

Reference
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Japanese
Pharmacopeia
(Herbal) Page no:
458
USP – Dietary
Supplement
Compendium,
USP32- NF27,
Page -447-448
British
Pharmacopeia2009, Page-714715

Ncessary
Documents not
Supplied
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Japanese
Pharmacopeia
(Herbal) Page
no: 458
USP – Dietary
Supplement
Compendium,
USP32- NF27,
Page -447-448
British
Pharmacopeia2009, Page714-715
1) Who

Not Accepted deu to
but no supplyed
Reference
Pharmacitucal item

bvgÄyi Kiv
nj|

Aby‡gv`b Kiv †h‡Z
cv‡i|
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nj|

Monograph of
Selected
Medicinal Plant.
Volume 4,
2) PDR for
Herbal Medicine,
P.44-46, 362,339
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20. Total Herbal &
Nutraceuticals

Jl‡ai bvg
I †R‡bwiK bvg

Tablet L orthonine +
aspartame
Each Tablet Contains L
orthonine L aspertam
500 mg

21. Total Herbal &
Nutraceuticals

Tablet Magnesium
Oxide
Each Tablet Contains
Magnesium Oxide 400
mg

22. Total Herbal &
Nutraceuticals

Tablet Glucosamine +
Chondroitin + MSM
Each Tablet Contains
Glucosamine 500mg +
Chondroitin 200mg+
MSM 250mg Tablet

123 | P a g e

wb‡`©kbv

Contra-indication & Side effect

1)Acute & Chronic Hepatitis:
Alcoholic liver Damage
2) Fatty Liver: Adjunct to
Hepatoxic Drug
3) Liver Cirrhosis: Hepatic
Encephalopathy
4) Post Hepatitis Convalescence:
Jaundice
a) Osteoporosis.
b) Osteoarthritis.
c) Control Diabetes mellitus,
d) Migraine.
e) Premenstrual syndrome,
f) Control Blood Pressure,
g) Athletes muscle cramp.

No adequate investigations of the
use of this drug in children are
available. Therefore, it should not
be used in children under the age of
12 years.

Side effects include indigestion or
nausea. Possible reaction if allergic
to shellfish.

a) Osteoarthritis
b) Knee pain
c) Rheumatoid arthritis
d) Back pain
e) Glaucoma

Drug interactions: There have been no
reports of significant drug interactions
with antibiotics or antidepressants.
Contraindications: Hypersensitivity
reaction to any of its component.

Status
(New
Molecule/
Existing)

Reference
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1) PDR for
Herbal
Medicine,
P.44-46,
362,339

Aby‡gv`b Kiv †h‡Z
cv‡i|

Aby‡gv`b Kiv
nj|

New

1.Korean
Pharmacopeia
(Herbal &
Supplement)
.Page-KPX 767
2. British
National
FormularyBNF-70, Page43-49
2. USP-Dietary
Supplement
CompendiumDSC, Volume 2 Page No3752.

Pharmacitucal
item no authentic
Documents
supplied about
reference

bvgÄyi Kiv
nj|

New

1) British
National
Formulary 70,
Page No: 893894
2) United States
Pharmacopeia 29
and National

Pharmacitucal
item Already in
the market as
pharma producet

bvgÄyi Kiv
nj|
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23. Total Herbal &
Nutraceuticals

Jl‡ai bvg
I †R‡bwiK bvg

Tablet Boswellia
Serrata +Collagen Type
II+ Glucosamine +
Chondroitin + MSM
Each Tablet Contains
Boswellia Cerrata
100mg + Collagen Type
II 40mg +Glucosamine
500mg + Chondroitin
200mg+ MSM 250mg
Tablet
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a) Osteoarthritis
b) Knee pain
c) Rheumatoid arthritis
d) Back pain
e) Glaucoma

Contra-indication & Side effect

Status
Reference
(New
Molecule/
Existing)
Drug interactions: There have been no
New
1. British
National
reports of significant drug interactions
Formulary
with antibiotics or antidepressants.
70, Page No:
893-894
2. WHO
Contraindications: Hypersensitivity reaction
Monograph
to any of its component.
of Selected
Medicinal
Plant,
Volueme-4,
Page 92-107
3)Indian
Herbal
Pharmacopei
a., Page1409-1410.
3. United
States
Pharmacopei
a –USP-DSC
-2009-2010.
Page
No:566-567
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24. Total Herbal &
Nutraceuticals

Jl‡ai bvg
I †R‡bwiK bvg

Capsule Zinc 25
Acetate

wb‡`©kbv

a) Zinc Deficiency
b) Wilson’s disease

Contra-indication & Side effect

Drug interactions: There have
been no reports of significant drug
interactions.

Status
(New
Molecule/
Existing)
New

Reference

‡UKwbK¨vj mve KwgwUi
wm×všÍ
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1. British
National
Formulary 70,
Page No: 872
3. United States
Pharmacopeia –
USP-DSC -20092010. Page
No:742-743

Included in BNF
as Pharma product
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New

1. British
National
Formulary 70,
Page No: 872
3. United States
Pharmacopeia –
USP-DSC -20092010. Page
No:742-743

Included in BNF
as Pharma product

bvgÄyi Kiv
nj|

New

United States
Pharmacopeia 29
and National
Formulary 24
and Supplements.
Page:467-469
2. British
National

Combination
Producet but No
Reference Product
mentioned

bvgÄyi Kiv
nj|

Zinc Acetate 25 mg
SIDE-EFFECTS
▶ Common or very common Gastric
irritation (usually
transient)
Uncommon Leucopenia . sideroblastic
anaemia

25. Total Herbal &
Nutraceuticals

Capsule Zinc 50
Acetate

Zinc Deficiency
Wilson’s disease

Drug interactions: There have
been no reports of significant drug
interactions

Zinc Acetate 50 mg
SIDE-EFFECTS
▶ Common or very common Gastric
irritation (usually
transient)

26. Total Herbal &
Nutraceuticals

Tablet Curcumin+Calcium
+ Magnesium + Vitamin
D3+Zinc
Curcumin 100mg+
Calcium 500mg +
Magnesium 200mg +
Vitamin D3-400mg+Zinc
7.5mg Tablet
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Uncommon Leucopenia . sideroblastic
anaemia
a) Osteoporosis, b) Osteoarthritis Drug interactions:
There have been no reports of
c) Joint Health & Knee pain, d)
significant drug interactions with
Rheumatoid arthritis, e)
antibiotics or antidepressants.
Pregnancy & Lactation, f) Who
Contraindications: Hypersensitivity
is in lactose intolerance
reaction to any of its component.
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27. Total Herbal &
Nutraceuticals

Capsule Chitosan

1)Weight Loss

Each capsules contains
500mg Chitosan

2) Obesity Management

28. Total Herbal &
Nutraceuticals

Capsule BCAA
Each Capsule Contains

126 | P a g e
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Exercise performance
Muscle building

Contra-indication & Side effect

Pregnancy and breast-feeding
No problems have been reported,
but weight loss should not be
attempted during pregnancy.
Adverse effects
There are no long-term studies
assessing the safety of chitosan.
However, chitosan may reduce the
absorption of fat-soluble vitamins
(A, D, E and K). This has been
shown in animals, but not in
humans.
Adverse effects
None reported, but there are no
long-term studies assessing the
safety of BCAAs. Large doses of
BCAAs (> 20 g) may increase
plasma ammonia levels and may
impair water absorption, causing
gastrointestinal discomfort

Status
Reference
(New
Molecule/
Existing)
New i.l. British

Pharmacopeia,
Part –IV,
(Herbal),
Page:3448
ii.2.European
Pharmacopeia
5.0, Page:1248
iii.3. PDR for
Nutritional
Supplement:
Page130-132.

New iv.l. PDR for
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No Valide reference
Nutritional
attached
Supplement:
Page100-104.
v.2. Dietary
Supplement,
Third Edition,
Pamela Mason,
Page:28-30
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29. Total Herbal &
Nutraceuticals

Jl‡ai bvg
I †R‡bwiK bvg

Capsule Vitex Extract
+Myo-inositol + Folic
Acid
Each Capsule Contains
Vitex Extract 50mg
+Myo-inositol 500mg
+ Folic Acid 400mcg
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1) Polycystic ovary syndrome
(PCOS)
2) Women Infertility.
3) Premenstrual syndrome (PMS)
4) Menopausal complaints

Contra-indication & Side effect

CONTRAINDICATIONS
The drug is contraindicated in
pregnancy and in nursing
Mothers.

Status
Reference
(New
Molecule/
Existing)
New
1) PDR for
Herbal
MedicinePage -176177. 312-33
2. Japanese
Pharmacopeia,
JP XVI- Page
Page:861
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