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Certifi cate tlf Good N{ а rt шfactu riп g Р ractices

'l'his ollel page сегtil'iсаtе ccntbt,ms to the l,эгlтtаt гесопrmеtrdеd lэy the Wогld I]ealth
()гgапiz_а1iоri |(iеrrегаl Ittstгt tctirins itnd [,:.xplanatclt,y Notes atta,;lrecl ].

Certificate N о. I,1ГW-Н(l}гrrgr;)57/20 1 6

()п the basis ol'the inspection са,rгiеtl оut оп 26l|'& 271l'FеЬruаr1 202t} апсl 12t' .!L l3'l'
.Iапuаrу 2021, rve сегtit.у tlr:tt tlre site indicatcd оп tlris certificatc, complies with Gclod
N'Ianrrfacturing Practices fоr the tilosage lЬrпls, categories and activiti,es listetl iп Talrle l:

L Natnes atlc] ;\,.idгеss tll'Site: I\,l/s Krvllit\ Рhаrпrlлсеu ticrt ls l-ttl..
Plot No. [-А, Industrial Aretr,
ltajn Кв Bagh, Distt. Капgга 176201
Hinrachal Pradesh.

NNZ/08/40 & I]NZю8/;I1 tln Гttrm 25 r& 28
Valid rrpto 21 .12,2{12!,5.

2. \,Iаtiullrсtttгег's License No:

'l'able-];

Dtlsltge l;orrrr Is] Catcgo ry[iesI l д.ii,.jtrii;-i l
l

]

Сопtrоl l
'l'ablets, Capsule,
Liquid Iпjections
лпd L1,ophilized

C.vtoto:iic Drugs Рrосluсtiоп, iPacking & QuaIity

lhc геsllоtlsitlilit1 1Ьг the qtrarlity clt' thе individtral Llalchcs ol' the phaгlllaceLrticitl рг,эl"luсts
tllапtIthсtuгесl thгtlLigh 1.his рrttс,эss lies rvith tlre t,lrаtlu{'ас:tuгег.

l'lris сегtitlсаtс геtllаiirs valid until 16.0?,2021. lt becomes invalid :1'tlre actiyities аtrd/ог

саtсgогiеl; сегtiflесl hегеrчith аге changed оr i{'tlre site it; tlo l0пgеr consirJel,ecl Lo Ье irl

cotnpliance rvith CIt.{P.

State Drugs Сt_rпtrоllсr.

itY с;;
L]опtrсll l i rlg -cl,tlT - L ir;erls i llg Au thority,.
J"d t']сlог. I lirnLrda Соtлrl"rегсiаl ('clmplex. Phase-l,

<fr-чSУ-j*пЬ. t-toLrsing Воагс1. Baclcli, Distt. Solarr itr.P.]
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!]хрlаlrлrlоrч Notes:

l 'I'his сегt,iliсаtе, r,Ilich is in the fЬrпlаt гесоmtlrепсlеd h_ч \VLIо ссгti['iеs tlre:;tatus tlf.lhe site,listerl irr ptlillt l of'tIle сегtiIlсаrе.

, 
]ý,,-i.',lll1'""', 

пrttтrlэеr shor-rld Ье tгасеаlэiе r.v,ithin thrэ геgtr|аt,ог1, autlroгit_r, isstlinц the

j Whеге the tlеgrrlаtогу Authoгity issues а license fЬг the Sile, this nLlпlbet.sho.rlcl Ье spc:ciliecl.

ff;Ж| 
'П*Оt APPiicalllc'" in cases 

'r,hеге 
thеге is n,, r.gi,I' l}аmеwrlгk ь, ir.,* iss_liг,g оl,а

{ l'llblc I

List tlre Dcr5l1gg FОГtlls,, stаГliПg materiais. саtеgсlгiеs antl acti,,iries, Exaпlples аге giv,etl beiorv:

date, I he ссгtillсаtе эес(llt.tсs; invalicl i l' thc
оr if the siti: is псl iопitег сопs,сlегеil tcr rle irl

--- 
, .- ll.abelinq

L,:e, tthctte'er a,ailable, Intel,tlittiotlaI Nол ргоргiеrаrу ]'rjames Ilnlls] ог c,tjlet.l,,ist: tlatioltai Nclttргсrрt,iсiаt.1, Nattlcs

,ý 'l-irc ссгtil'iссltс г9t-I,1aitts valicl Lrnril the speciticcl
асtir,iti,эs atlcl/tlг саtеgогiеs cerliflecl аrе chattgесi
ctltпpl iirnce rv itIl С I!1 Р.

6 l'he гсqrtit,спrеllts ibr_gooci ргасtiсеs' thc mtiпutЪСtuге апс1 clr,ralitY с0lltrоl оГс]гLrgS геli:rг,-есi ttlirl the СеГtitlСаtе аГе ihose incluc,lec1 in Qrrality Аssuгапсе"$;;;'';;;,;,;,;i;';;о,пр,,,r,Jiu,_,.,
tli'gLlidrЭlilles atlc] rel:tecJ tПаtегiаIs. (]otlcl i\,lапrtfhсtuгiпg pt.l,tctices апс| lnspecliott, \/clluillc2. l999 Wci.id }lealtlr огgаrlizаtiоп. Сепеча;;r;;;;;;;;L,-,'',",р,lо'.r,

.*lixanrple_2



Fоrэсl & Drtrg Adrninistr;rtiori, F'Jrrjabo

Ncl.Drugs(0l )iРЬ.?02 t |Я о
l)ated:i пlч|rо,,_1

Nеаr Civil Hospital, Кltаrаr, Distгict Sahibzarla Ajit Slingh Iýаgа,г (

'Го.

M/s Krvality Pharпaceuticals I.td.,
Villag<l Nag Kalan. Maiitha l{oad,
Апrгitsаr (I'ulrIab)

ь\

Subject: Application trlr grant of GМР certificatc :lrrd certific:*te of
Рhаrmас:еutiспls products (СОРР)

ItеtЪгепсе уоur applicatiolr clatc 15.0З.202 l апс1 Lеltеr No, IIZIBD-
SZOIPUN/COPPlKP/00l/4490-4492 dated l5.0З.202l rэ1'deputy сопtrсlllе,г lnc]ia,
CDSCO (I}addi) Contairter Ссlrрогаtiоп оf lntjia brrilding, Village Slrectalprrr. '|"c}rsil

Baddi. Dis,trict Solan rcgardirrg sr:lэ.iect cited abovc.

As рсr 1,оr:r application atrd tts реr rесOtllшепdаtiоп of cleputy drug;s сопtrоllсг lnclia,
СГ)ýС() (ltaddi.1, villagc S[rcetalpur, Tehsil I}addi. Distгict Solan (,llP.) ttt"tr]cr

rеftrспсе. Please llnd errclosed ltcrcrvjth. the GI\4P сегtil]саtе {rncl ccгLiljciltes 0l:

I]rrc]: Сý,{Р certiticates &: 402 L'OРРS

No.Drrrgs(0 l )/РЬ.202 1

Сору of abt:l,e is tЬгwагdеd to:

(i) 'l'lre Depr"rty J)гr:g Соrltгtlllсг lrrdia. CDSCO (Baddi).
.Bllddi. DistTic:t Solarr (I{P) (Cclpic.s oi'C]O}}P ссгti{lсаlе

(ii) 'I'Irc Dnrg lпs;эссtоr, Аtllritsаг lbr lпlilгrllаtiсllt

Г)аtсэсl:

Village Slreetlilpr,rr.'['c]rsil
пrс a,ttirchccl).



Frrrэd & Drug Administratiott, Pr.lrrjalr,
Near (]ivil Hclspital, Itlrаrаг, District Sahibzada Ajit ýiirrgh Nagllr

С е Lti f i с а tt о f (i о cl cl М а п u faýLц" l, i п g I} гrr с t i с сý

('I'his olrcr 1:a.ge
Оrgапisаtiол; as

Ceгtiljcrrte }r[o. :

certil'tczrtc сtlпlirtrrs to tlre lilt:tlrat гcc()ll,tlllunded Ьу thе Wrэrlсll I--]ealth
pcr W}lO'Гесhпiсаl Rерогt Serics, I!o. 90ti. 200З).

l. Nanrc: arrd addresr; сrГsilс: M/s Kwal ily i)lrшrпtасеrrtiса],ч l. i rniteti.
Sitrrntecl irt бt)'tnile stоnc" Village Na1l Ki,tIan,

Mliit}ra li.tllrrl. Аlпrilsаг- l4|Зri0 l PLtп,itrL,

(lrrdia;.

2. Mallutirctureг's l, 0SP {Irtlrrll 25) & l8()4-[} (Ilогrтr 28)
ecl oll l5-02-20lб & valicl ttp ttl ?7-12-20З5,

3. 'I'ablc 1 :

Dosa Fоrпr lri,ýýа ýrф оrу (ies
Tablcts; I'actam & Nоп Beta

l,actanr
l lirгсl Cielatin Capsules l}etir Lactatrr & Norl l}cta

I-itctarrr

9n!_]=1quidq Рtqрагittir:lпs *_
Srrral] 1Уоlшlпе I}arenteral

6 в8{#оя.л Datccl: ý.,f у lЭо:t1

Оп tlre basis of t}rc Jcrilnt lп:iрссtiоп made bv l)rrrgs lllspectors of'C:DSCO (SuЬ Ztrrre
tsaddi) ancl Drugs lпsрtэсtог:; оГStаtс tltr 18'l'& l9't'Мtrгсlt 2a21,:it:,s certiflecl tillrt the
site inclicaterj оп this certificatc colllplies rvith Gооti Мапufасtlrriпlч Ргасtiсеs ttlr llre
dosage fortns. categclries & ;activities listed in Table 1.

З i.,;iБ-'P*"de* ы ы ilii;;,

] 
I :rtcгnal РrсрitгаtiоIl ((lгсltlll-

I t)irltrlrcrlt. I.iqui,J Г:,хtсгtlitl ltttcl

l*t i,_Фц!---*

Beta L,actatrl & Ncltl lJcta
I-aclatn

I]eta l,actarn & Non Beta

Non l3eta L-aclatrr
Notl l}eta Lactitt,n

i litlгtltttl;,rtl otts
I*i
l Ijtlгt,llttllцrorrs _
] l;tlгttltt lltti tltts

:J]i;r],ll,,tlgГ-

*tctivitv (ies

l]оrtllш lаtiогrs

Гtlгtll ttlal iol"ts

Norr lJeta Lactatrl
l;tlrttlttlatitlгts i

Fоrпl tt Iittit,llts l-_{
I]tlгlllLtlittitrlts l

1

]

{"?,rli,::'fr5
,Y,-<{,;пь* " li



'l'he rcsponsibilit1, iЬr tliryлц|l1у-а{- tlre individrrцl batches оГ the pharmacetttir;al

рrоdurcts tnalrutЪсtltr$,'i9"i;i;;i"fiii*Йýess liсs rvitli tlre lnапu lircturсr.

lЦii " 
,q,l,,, * , i., ,,'t" 

\
. l ,' .| ý.'i.;i:,.;,".': , \*i.\,,- l l. l_ ., :,--.,.l j."l :l:.l_.. .. .{:.,:.;..,,,"l'tris ,:егtiflсаtе rqRtat'i,,* , futqiltitL,l r-hffil2"l. 1t lrcct,t]lcs iп,,,лliсl i1'thc il;ti,,,ilics

lttrtli trг .*tеg,rri&s;,сtrtitrtdrЪt{,.rчitr}ýф .l,,,,,,,цсtl tll, it' tlrc sitc is tttr ltlllцct,

с о r l s i d е rе d, ; n 
" 

jц,; 
чо\,, p}i',Sftffi r t r f 1ý/' .

,. j

ArlclresS of certilying лuthority: Assistant C]riйmissiO,ýЁ(ý},цgý),o,ilil,, 
' l. '-. ,i

Irocld & Drugs Adrninistгaliorr, Putl.iab,

Nсаr CiviI llospital, Кlrirга,r, District
Sahibzada, Ajit Singh Nlаgаr (I}r.rrr,iab), India
Iirrrail : рuпj jфdц]"gýgадШэltirqФgr:п ai l . cclm

Nattre апd I'uпсtitlп оl гсslэоrrsiЬlс регýоll:
Date:

Sh. Dineslr Кutrtitг

Assislarrt Соtпtпil;sitlпег (Dгrrgs)

[лTtil :рф trlxlrrrgsкlп;olorg(фgrrail.cot rr



Nо, HFW-NZ(Drugs)z021__f ci t* _
Hea|th & FаппiIу WеIlГаrе Dераrmепt Н.Р. 

]

Dпщs; Control Administration НР, ]

О /о CMO's Offi се Complex, Dkrгrпshаlа- 1 762 1 S, КцgULР-._]

Da.te; r_7l", zbl l

FRЕЕ SALE CERTIFICATE

Ceгtified that Mr|s, Кwаliф Pharmtlceuticals Limited, Situated at, 7-А Indusitrial Лrеа, Ra,ia Ка Bagh,
Tehsil Nurрur Hinzachal Pradiesh, IV|DIA is licensed to mапufасturе dгugs fоr5аlе оr fог distlгitrution, ttпdег
license No, Fоrm 25з NNZ/O?/,IIII апd Fоrm 28: BNz/Os/41issued Ьу this Depiirtment оп| 2В|,7212020 апс is
rепеwеd uр- to 27,72,2025, uпdrэг the provisions of the Drugs апd Cosmetics дс:t, 1940 and ruiе:;-1945 m;lde
thеrе uпdеr.

1, The said licensee is реrmittесl to mапufасturе fог sale оr distribution dгugs frеrэIу, in the domtlstic
mаrkеt subject t0 the рго,иisiоп of the Dгugs апd Cosmetics дсt, 1940 and гчlеs 1945, made thеrе uпсlеr.

2. Тhе said licensee is perrmitted to mапufасturе fоr sale оr distribution drug:;

the drug as detailed belolv, to the various соuпtriеs, sub.iect to the rulеs and

countries, as реr Аппехшге *"А'' duly signed.

frееl_у fоr ex]]o]]t рuгроsе,

regulation of the inrporting

3, This ceгtificate is issued to the firm, оп their request, fоr registering the аfrэrеsаid pгclduct ill tlre
очеrsеаs соuпtгiеs.

.}
., l

!
!
l

. :,.,. t'
_lJ"

Asfi:. Drugl; lier,
Cum- Drug Li сепýпg i(uthoгi гу,

О/о йе chief Medicrl Оffiсlэц

No. HFW-NZ [Drugs) 2021, ЗgД - Dated: Dharmshala, the

Distt lhпgпr at Dharmslula }l,P. lNDЦ

9ЪJ о,r } р-g,,

Issued to:

M/s, КwаIiф Phormaceuticals L,imited,
1-Д lndustrial Дrео, Raja Ка Ва1|\,
Tehsil Nurpur Himachal Pradesh, INDI!Д

,,4

], l



S. No. GENERJс ]NAME &D0ý{GE FоRм COMPOSITION

01. Oxaliplatin Fоr Iniectioпr Each mIcontains;
Oxaliplatin ВР 2 nrg
IДяtрr fпr Inipctinn Rр .l с

о2, Methotrelate Injection I}P
1000 mg /'10ml

Each m| contains:
Methotrexate
wяtеr fпг Inipctin

100 mgвр
Rp

о3. Мейоtrtхаtе Injection I3P Each ml contains:
Methotrexate ВР 2,5 mg
Wаtег fог Iniection ВР o.s.

04. Тгеtiпоiп |Зарsчlеs 10rrrцg Each hаrd gelatin capsule cont;rins :

Тгеtiпоiп 10 mg
Excipients q.s.
Аппrоvрd гп'lrrltr rrcprl in Amr\t!I .эп,

05. Thiotepa Fог tniection USP
9q yJ цl\

Each vial contains :

Thiotepa USP 100 rng
Excinients п ý

06. FludаrаЬiпLе Phosphate llablets t0mg Each film coated tablet contains;:
Fludarabine Phosphate USP 10
Excipients q.s.
Соlоur : Аппrочеd гпIпtlrs ttcp{|

о7, Fulчеsfiапt Iniection Each mI contains:
Fulчеstгапt ВР 50 mg
Wаtеr fоr Iniection ВР o.s.

0в. ВечасizцmаЬ Injection
100mg/ 4ппI

Each ml contains:
Bevacizumab 25 rTg
wаtег fоr Iniection вр п ý

09. ВечасizumаЬ Injection
a00mg/ 16mt

Each mlcontains:
Bevacizumab 25 rTg
\Шаtеr fоr Iniection Rр п (

10. ТгаstчzчmаЬ Fоr InieФicln
440 mg/ vi,al
(As Lyophilized]

Each vial contains :

ТгаstuzumаЬ 440 mg
Excipients q.s,

Frее sale cekificate
Аппекrrе -А

le shell

]

-]

l
]

1

]l
]

]

mg

{tt l /
/

#И'дr'v-з,
_й}тfiН#rl'i

Asýt:. Drug:; GqпЕоllrэr,
Сum. Drug Licensing r'iuthогi гу,

j Olo the chief Meclic:rl Oflicrэ1
Pistt lfungzr at DharTnshala Н.Р, lNDИ

Issued to:

Мls, Kwality Рharmoceuticols tr,imited|,
7-Д Industrial Дrеа, Raja Ка Bagl\,
Tehsil Nurpur HimacJ\al Pradesh,,lI\t DtA

No. HFW-NZ [Drugs] 2021- \с_., , Dated: опrrr;;;*;"''''"'"з )r- f ,", 1



Fгее ýale certificate
Аппехчrе -А

ТгаfizчпмЬ Fоr Iп|еФiоп
150 mgl,уiд1
AsL

Chlorambucil Tablets UliP 2mg

DаuпоruЬiiсiп Liposonral Injection
50mg/ 25rTrl

Methotrэxate Injectioп ElP

СуtпаЬiпе llnjection ВР

No. HM-NZ [Drugs') zozt- З",-L-J Datell: Dharmsha]a, the

Issued to:

М /s, Кwаliф Pharmaceuticals Limiteol,
7-Д lndustrial Дrео, Raja Ка Bagh,
Tehsil Nurpur Himachal Pradesh, IlUDIA

Each vialcontains: ------lTrastuzumab 150 mg 
IExcipients q.s. ___-_ l

Each film coated tablet contains: --*__l
Azathioprine USP 50 mg 

lExcipients q.s. 
i

Colour: Аррrочеd colours usеtl lBaibffi* -*-------]
Chlorambucil USP 2 mЕ 

lExcipients q.s. 
l

СоIоur: Аррrочеd соlочrs usecl 
lЕffi--Ё_-__-]

DаuпогuЬiсiп Citrate 
i

Eq. to Daunorubicin 2 mg 
l

lVаtег {оr Iniection ВР q,s. ____ I

Each mI contains: 
-- 

---l
Methotrexate ВР 25 nrg l

Sodium Нуdrохidе ВР q.s. 
l

Wаtег Гоr Iniection ВР q.s. 
]Eachmlffi -----]СуtrаЬiпе ВР 2О rrrg l

Wаtеr fоr Iniection ВР q.s. _ __ l

Excipients q.s.

Each film coated tablet contains:Azathioprine Tablets USIP 50ппg

Each vial contains ;

Trastuzumab 150 mg

Azathioprine USP 50 mg
Excipients q.s.

Счm- Drug LicenýnLg lluthori ý,
О,/о the chief Merlical Оffiсег,

Difi lhngпr at Dha:mshala tt.P. INDrИ

(

,,?,#
Rfina

Asstt Drugs

11.

t2.

13.

14.

15.

16.



No. HFW-Ni(nЙgsPШl -_ZЕ:*-
Healtlt & Fаmilу WеIlаге Dераrmепt }LP.

Drugs С,опtrоl A.dministгatio.n JНР,
С/о CMO'' оffi се Complex, Dhаrmý h|la- 17 62 15, lКап gга, }I. Р.

Date: 9 с:|оз JЪ",
FRЕЕ SALE CERTIFICATE

Сеrtifiеd thar M/:s, Кwаliф Pharmaceuticats Limited, Situated аь 1-Д Induslrial Аrеа, Ra1|o Ка Ba,qh,
Tehsil Nurpur Hiпlachal Praclesh, INDIд is licensed to mапufасturе drugs for sale оr fоr distribution, uпrlег
license No, Fоrm 2Sz NNZ/OB|.4| апd Form ZB: BNZ/OL/4Lissued Ьу this Dераrtmепt сlп 21.12,21120 antl is
rепеwеd up- to 27,-12.2025, undclr the provisions of the Drugs and Cosmetics дсt, 1940 and rulеs ],']45 m;rde
thеrе r.rпdег.

1, Тhе said lic:ensee is perrnittedl to mапufасturе Гог sale ог distribution drugs fгесrlу, iп the dornestic
market subject to the prolzision оf the Drugs and Cosmetics дсt, 1940 and rules 1945 made thlэrе uпсlеr.

2, The said licensee is perrnitted to mапufасturе fоr sale оr distribution drugs; fгееlу, fоr ex;lort pul.pl)Se,
the drug as,detailed belovr, to t]he чагious countries, subject to the rulеs апd rеgulаtiоп rэf the inlport.ing
соuпtriеý, asi реr Аппехurrэ -''А'' duly sjgned.

3, This certific;rte is issued tcr the firm, оп their request, fоr гegistering the aforesaid ргоduсt irr t}re

очегsеаs countries.

О/о the chief Medica]l Оffiсеr,
Distt. Капgrа at Dharrrtshala Н.Р. IND!A

No. нгw-Nz (Dгugs-} zoп- б f{--Datecl: Dhагmshаlа ,rь" ý{ f оr fr","оъ'|

Issued to:

М / s, Kw ality Ph аrm а се uti cal s l"itп ite d,
7-Д Industrial Дrеа, Raja Ка Ba,gll,
Tehsil Nurpur Himachal Pradeslh, IN DLД



S. No, GENERIс NAME & D|)sAGlE FоRм

ЕрiruЬiсiп Нуdгосhlогidе ВР 2 mg
УVа!ег {ог Iniection ВР q,s.*
Each ml contains:
ЕрiгuЬiсiп Hydrochloride ВР 2 mg
wаtег fоr Iniection рр

COMPOStTION

Each ml contains:
Oxaliplatin
Wаtег Гог lnjegtion
Each ml contains:
Oxaiiplatin
Wаtег Гоr lnjection
Each ml contains:

ВР 2m8
ВР q.s.

ВР 2mg
ВР q.s.

01. Oxalip)latin Injectiron UýP
50mg/ 25ml

oz, oxaliplatin Injection USP
100mg/ Soml

03, ЕрiгчЬiсiп Iniection ВР
10mg/ Sml

04. ЕрirчЬ)iсiп tnjection,BP
50mg/ 2Sml

05. СаrЬорlаtiп Injectiorr ВР
15Omg,/ 1Sml

Each ml contains:
Carboplatin
wаtег Гоr Iniectio

ВР 10 mg
ВР п с

06, СагЬорlаtiп Injectioпr ВР
45Omg,/ {ýр1

Each ml contains:
Carboplatin
Wаtеr fоr Injection
Еасh ml contains;
Cisplatin
Wаtег Гог 1niection
Еасh ml containsi
Cisplatin
\д/rtаr fпr Iьiа-r]л_

ВР 10 mg
ВР q.s, _

ВР 1mg
ВР q.s. __
ВР 1mg

07, Cisplatin Injection BI'
10mg/ lOml

ов. Cisplatin lrrjection JBF'

5Omg/ liOml

09.

10.

СуtагаЬiпе Inj ection JВР
100 mg,/ mI

СаlсiчmБПпаtе InЙcti,On ВР
50 mg/ Sml

Each ml contains:
СуtаrаЬiпе
WеtqLГоr]дrgФ9д
Each ml contains:
calcium Folinate
Eq, tо Folinate Acid
wаtег fоr lniection

ВР 100 mlз
ВР q,s.__

вр
10 mg

Frее sale Сегtifiсаtе
Аппехчге -А

-]
]
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[Ash
Asstt. Dгчgs Сi\}гоl

Сum- Drчg Licensing Autlhority,
О/о tJhe chief Meclic:rl Offiсег,

Distt. Капgrа at Dhaгms;hala Н.Р. INDIA

No. HFW-NZ [Dru;gsJ 2021- 6':1 5 _, Datcrd: Dharmshala, the 0ý,|

Issued to:

М / s, Kw al ity Р hairm aceutical s )|,imite, d,
7-д lпdustrlal дrеа, Raja Ка )9agh,
Tehsil Nurpur Нimqсhаl Pradesh, INDIД,
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11. Lеuсоч,огiп Саlсiчm
50 mg7'Sml

lz. Etopos,ide lnjection
100 mg1l Sml

13. DохоrчЬiсiп Нусlгсх
Injectio,n ["As Pegyla
20 nlg /' 10 ml

l4, Doceta:cel Injectioпr
2Оmg/ 0.5 ml

ýolvent Fог
Docetal:el Injection
20mg/0.5 mI
( Only Fоr Ехрогt)

15.

|6,

Docetaxel Injection U
80 mg1,2 ml

Solvent Fоr
Docetaxel Injection U
В0 mgl il ml
( Опlу Fоr Ехрогt)

D"c"и"rП"j".ti"" П

Fгее sale certificate
Аппехчге -А

Injec:tion UIiP

гсlсltlоridе tiposorrle
ylat,ed Liposome )

Each 5mI contains:
Leucovorin calcium
Eq, to Lеuсочогiп
lVаtеr fоr Injection

50 mg
.S,

USl)
20 mg

s, tct 0.5 ml

tJS[,
В0 mg

.s. to 2 ml

USP

USP

!9nz_rl A]cohol [As Рrеsеrчаtiче'} USP
EthylAlcohol USP 30.50Уо v./v

Each ml contains:
Etoposide USP 20 mg

Docetaxel Tгihydrate
Eq. to апhуdrоus Docetaxel
Polysorbate 80 USP
Each vial contains;
Alcohol (95 0/о v/v J

30 rng

USP

Each ml contains:
DохогuЬiсi п НуdrосhIогidе
(As Pegylatecl Liposome]

ВР 2m8

Wаtег Гог Injectiotl ВР ci.s,
Each single dose vial юпtаiпs:
Docetaxel Тrihуdrаtе
Eq. to anhydrous Docetaxel
РоlуsогЬаtе В0 USP
Each viaI contains:
Alcohol {95 а/о v /v )
(Absolute Alcohol content 1,5,25 % v /v) USP 1 З9t w/v
Wаtеr fог In|ection USP s. to 1.5 ml
Each single dose vial contains:

[Absolute Alcohol content ]"5.Z5 (/о ч/ч) USp 1зOлl w/v
Wаtег fоr Injection USP q,s. ttl б rnl

120 mg/ 3 ml

Solvent Fоr
Docetaxel Injection USiP
120 mgl 3 rпl
( OnIy Fо,г Е,хроrt)

No. HFW.NZ (DгugsJ z,"oп-_1ji||5 ,

Each single dose vial contairrs --
Docetaxel Тгihуdrаtе USP
Eq. to anhydrotrs Docetaxel 120 rlg

гЬаtе 80 USP .S. to З ml
Each vial contains:
Alcohol (95 Ио vlv ]
[Absolute Alcohol content
Wаtег Гог Iцjесtiоп USP

Issued to:

М/ s, Kwality Pharmaceuticalsl Limitell,
1-Д Industrial Аrеа, R'aja Ка B'agth,
Те h s il N urp u r Н imа, ch ct l Р rade sh,7 М О lД

USP 1iJ% w/v

',ýtl,:,



Fгее SaIe Ceгtificate
Аппехчrе -А

ViпогrэlЬiпеtп;есlЙп USP
10 mg/ mLl

| 100 mg/ 16,7ml
I

120. i РасlitахеГIrri".ti"r;
| 260 пtg;/ 43.4mI

21,, Paclita:Kel Inj ectiort
З00 mg/ 50ml

22, Меthоhгехаtе In|ect
50 mg/ 2 rnl

2з, DохогчЬiс1п Нуdrос
Injection (lts Perylai
50mg/25ml

24.

25.

Pagasparrgase Injecltj
3750IU /Sml

C}rt"*b,hre Бrecti-l
100 mg7'5 rпl

26. viпсгistiпе sulfite пй
Zmg / Zrnl

injection USP

Each ml contains;
viпогеIьiпе Таrtгаtе
Eq. to Vinorelbine 10 mg

l,S,
\Маtеr fог Iniection вр
Еасh ml contains:paclitaxel usp бmg

USP 527 mgPolyoxyl 35 Саstог Oil
Dehydrated Alcohol USP 49,70о/о v /t,
Each mlcontains:

USP

rated Alcohol

USP

ion ВР

hlогidе ripoJorrre Each ml contains;
ated Liposome )

Each mlcontains:paclitaxel usp
Polyoxyl 35 Саstог Oil 527 mg
Dеhуdгаtеd Alcohol 49.700/оч/ч

paclitaxel usp
Polyoxyl З5 Castor Oil

DохоruЬiсiп Нуdrосhlогidе
(As Pegylated Liposome)
Wаtег fог lnjection ВР
Еасh Sml contains:
Pegaspaгagase

]ated L-Аsрег i nase

USP
USP

бm8
USP 527 mg

USP 49,70о/о ч

6 nrg
USP

USP

В]? 2 mg

з750 IU

1mg 
lo.s. l

Each ml contains:paclitaxel usp бmg
USP 52ir mgPolyoxyl 35 Саstог Oil

Dehydrated Alcohol USP 49.'7 0а/о v /'ч
Each mI contains:
меthоtгехаtе 25 mg
Wаtеr f'or Injection .S.

вр
вр

;*frt
Alrthroгit,
ca.lOffice
н.р. jINDIjIN

пgАu
dica.l
la Н.t

(А]

,t, Dгu1
,icensi
lief tr4с
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ýstt,
g Li(
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hагl
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О/о tl
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No, HFW-NZ (DгugsJ zюп- ЗljLS ,Dated: Dharmshala, the

Issued to:

М / s, Kw ality Ph а r,m а,се u tical s, L,i m ite d,
1-д lndustrial дrеа, Raja Ка Bagrh,
Те h sil N u rp ur Н imа ch а l Рrud е s lt,-l N' D I А

9r/оз 
f 
а,е 

1

Paclitaxel Injection
30 mg,/ ýцl

Paclitaxel lnieCtioln

Each ml contains:
СуtагаЬiпе ВР 20 mg
Wаtеr Гог lnjection ЪР
Each ml contains;
vincгistine sulfate
Wаlqr fог Injection

17.

1в,

19.



27. Viпоrе,lЬi;пе tп;есБп USP-- -

50mg/5mI
Each ml contailrs;
viпоrеiьiпетагtrаtе usp
Eq, to ViпоrеlЬiпе 10
Wаtег Гог Iniection ВР q.s,
Each ml contains:
Topotecan Hyd госhlоridе
Eq, to Topotecan 1 mg
Wаtег Гог Iniection ВР q.s.
Each ml contains;
СlаdriЬiпе USP 1 пrg
Sodium Сhlогidе ВР 9 mg
water fог Iпiргtiпп Rр п с

2в. Topotc:call Injection Сопсепtгаtеl
4mgl4ml

29. CIadritline Injectiorn USP
10mg/l0ml

30, Paclitaxel Injectiorr USP
260mg/4З|.4ml

Еасh ml contains:
Paclitaxel USP б mg
Polyoxyl З5 Саstег oil USP NF
Dеhуdгаtе Alcohol USP 49.',
Еасh nrI contains:
СаrЬорlаtiп
wаtег fоr ltliection
Each ml contains:
viпоrеlьiпе Таrtrаtе
Eq, to ViпоrеlЬiпе
wаtег for Iniection

вр 10
ВР q.s.

USP

31, СагЬорlаti,п Injection ВР
450mg,/45ml

32. VinoreIbinLeInjection USP
50mg/5ml

33, FlцоrоuгасilIпiесtiоlп ВР
500 mg/ 1l0 mI

Еасh ml containsi
Fluоrоurасil ВР 50 mp
Sodium Нуdгохidе ВР 10 mg
Wаtег Гог Iniection ВР q.s. _
Each single dose vial contains:
DосеtахеlТгihуdгаtе US
Eq, to апhуdrоus Docetaxel
Polysorbate В0 USP q,q:_!
Each vial contains:
Alcohol (95 % v/v )
(Absolute Alcohol content 15,25
Wаtег Гоr Injejtion USP q.s. ]

з4, Dосеtа:rеl Jtniection USP
40 mg/ ml

Solvent Fог
Doceta:lel lnjection USP
40 mg/ ml
( Опlу Fог lixport}

Frее sale certificate
Аппехuге -А

--l
,0m8 l

;,_--]
j

.lбl
---] l

I

]

l

i

-.---]
l

F 527mg 
I

'.71o/ov/v l

------]
:* _____ _]

]

llomg 
lS.-_ l

I1g]

:______ _]
]

lS]) l

I40mq 
l

tcl l mI _-- __.]

'kv/v )
:ohol content 15,25 а/о v/v) USP 1"З96 lvlv 

rection USP q.s. to З ml ]

Asstt, Drugs Сrrпl:гоll еr,
Сum- D,гug Licensing .Д,uthority,

О/о the chief Меdiсаl Offiсег,
Distt. Капgrа at Dharmt;hala Н.Р. lNDIA

No, HFw-Nz [Drugs) ,orr-l:tS ,Dated:Dharmshala,,b. !trlОЗ 
f 
lоР l

lssued to;

M/s, Kwality Рhаrmасеutiсаls ir.imited,
1-Д Iпdustrial Дrеа, .Raja Ка Bаgh,
Tehsil Nчrрtlr Himacha! Рrосlе:;h, INDIA



Frее sale certificate
Аппехчге *А

Па Goserrэlin дсеiitе ББсtlоп
3,6 mg/ пrl

Lечсоуогiп Calciunr Injection USiP
10 mg/ mI

ViпЬlаstiп Sulphate Injection ВР
5mg/5шl

Docetaxel JInJection USP
40 mgl 2 пrl

Each ml contains;
Gоsеrеliп Acetate
Eq. to Goserelin
Wаtеr fоr In

Dehydrated Alcohol

Each mlcontains;
СаrЬорlаtiп 1,) mg
Ц/а!еr fоr Injection .s.
Each ml contains:

Docetaxel Тrihуdrаtе ВР
Eq. to апhуdrоuS Docetaxel

te В0 ВР .s, to 3 ml

wаtеr Гог Iniection вр .:;, to 9 ml
Each ml contains:
Lеuсочоriп Calcir.rm
Eq, to Lеuсочогiп 10 mg

q,S.Wаtег fоr lnjection
Each ml contains:
Vinblastin Sulphate
sodium chIoride
Benzyl Alcohol
wаtег Гоr Iniection с

ЕасЬ ml contains:
Docetaxel Anhydrous
Citric Acid Апhуdгоus
Polysorbate В0

i

вр
,3.6 mg
o.s.

вр
вр

120 mg

Each vial contains:
Alcohol [95 % v/v )
(Absolute Alcohol content 1,5.25 o/ov/v) вр 130/о

USP

USP

USP
USP
USP
USP

1m8
9' mg
(1,9 0/о ч /ч,

USP
USP
USP
US})

20mg 
i4m8 |

520 mg 
l

З95 mя l

Cum- Drug Licensing ltuthority,
О/о the chief Mediclrl Offiсеr,

Distt. Капgга at Dhагmlshаlа ELP'INDIA.. ' , .}.r:

No, HFW-NZ [Drugs) ZOzt-_t:l 5 Dаtrэd: пьr.rriыu,,ь"

Issued to;

M/s, Kwality Pharm,aceuticqls Limited,
7-Д Industrlal Дreа, RaJa Ка Bctgh,
Tehsil Nurрur Him,achlal Pradesh, INDlA

0ýlI

СагЬорIаtiп Iniection ВР
50 mg,/ Srnl

Iriпоtеlсап НуdrосhIоride Iп'есtБп USP
40mg/ 2rrr|

Doceta,xel Injection
120 mg/ З ml

SоlчепrЕ Fоr
Docetaxel Iniection
120 mg/ З ml
( Опlу Fог Ехроrt)

l
l

36,

37.

зв.

39.

40.

41,,



Doceta:r:el lnleciionTSr
80 mg/ 4пrI

Docetaxel ln;ection Ul;Г
120 mg7' бml

Oxaliplatin tnlection tlSГ
100mg/ 2OmI

OxaIiplatin lпlесUоп tlSГ
200mg/ 40rпl

Docetaxel Irrjection
2О mg/ 0,5 rnl

Solvent Fоr
Docetaxel Injection
20 mg/ 0,5 nrl
Only Fо;г

Frее Sale Certificate
Аппехчrе -А

Each ml contains:
Docetaxel Anhydrous
Сitriс Acid Anhydrous
Polysorbate В0

USP
USP
USP
USP

.ZOmg
4*8
520 mg

Dеhуdгаtеd AIcoho,1 395 mн
Each ml contains:-
Docetaxel Anhydrous
Citric Acid Anhydrous
РоIуsогЬаtе 80
Dеhуdгаtеd Alcohol з95

USP
USP
USP
USP

5mg

1|0mg
4mg
520 mg

Docetaxel Тгihуdгаtе ВР 
]

Eq, to апhуdгоus Docetaxel 20 mg lРо]чsогЬаtе В0 ВР q.s, to 0.5 ml " ]

Each mI contains:
Oxaliplatin USP
wаtеr fоr ]niection USP .s.

Each single dose vial contains,
Docetaxel Тгihуdгаtе ВР
Eq, to апhуdгоus Docetaxel 20 mg
lqlysorbate В0 ВР q.s, to 0.5 ml

Eq, to апhуdгоus Docetaxel В0 lrr1; 
]

te в0 вр q,S. to :a ml

l

Aicohol (95 О/о v /v ) ,

[Absolute Alcohol content 1,5,25 o/ov/v) ВР 1ji% w/ч lWаtег Гог Injectic;n вР q.s. to 1,5 mi 
,, " l ' 

l

Docetaxel Тгihуdгаtе I]P ]

Docetaxel Injection
В0 mg/ 2 ml

solvent Frог
Docetaxe]l Injiection
80 mg/ 2 ml

Fоr"Е

Poivsorbate В0 ВР q.s. to ll ml
Each viaI.oi.rtiБii--
|]:"h:I (9l.ohv/v ) j

[Absolute Alcohol content 15,25 {/а ч/ч) ВР 1З7о w/ч iWаtег fоr Injection ВР q.r. to б nil 
' 

_ --]

No, HFw-Nz (Drugs') zоп- {Y!j* о","о: Dharmshala ,.ь" 9l lаз1lрr 11

Issued to:

М / s, Kw ality Pha rmace:uticals Linqite d,
7-Д Industrial Дrеа, Ra.ia Ка Bagh,
Teh sil N urp ur Нimа c,\al Рrаdе sh,7H О И

42.
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45.

46,

47,

: Сum- Dгч;з LicensJing Authoгity,

Distt. Капgrа at Dhаrmshаlа Н.Р' II\IDIA



,F'rее Sale Сегtifiсаtе
Аппехuге -А

ЕчегоIirпчs Tablets 5 mg

Letгozole Tablets USP 2.Smg

Each uncoated tablet contains:
Everolimus 5 mg
Excipients
Each uncoated tablet iъпtаiпs:
Everolimus 10 mg
Ехсilэiепts
Each uncoated talrlet contains:
АЬiгаtеrопе Acetate 250 mg;
Excipients
Each film coated tabler containsl
Capecitabine USP 500 mдз
Excipients q.:;.
СоIоuг: Арргочеd Соlоuг Used
Each film coated tablet containsl
Gefitinib 500 mg
Excipients q,s.
colour; дрргочеd Соlоur used
Еасh Гilm coated tablet contains:
Imatinib Mesylate ВР
Eq, t0 Inlatinib 400 mg
Excipients q.s,
соlочг; Арргочеd Соlоuг used
Each Гilm cc:ated tablet contains:
Letrozole USP 2.5 rпg
Excipients q,S.
Соlочг: Арргочеd СоIоuг Used
Each film coated tablet contairls;
Dasatinib 50 mg
Excipients q,s,
Соlоur; Арргочеd Соlоur Used
Each film coated tablet contains:
Dasatinib 70 mg
Excipients q.s.
Со!оuг: Арргоуеd Соlоuг Used
Each film coated tablet cotltains:
Dasatinib 100 mg
Excipients q.s,

Соlоur: А d Соlочr used

]-l
-_]

l

_]

No, HFw.Nz (Dгugs) zс,п- {Ъr_ Dated; nb..*rbrrr, ,n, 9{ f ОЗ l2o}t

Issued to;

M/s, Kwality РhаппасtэutiсаIs Lilпited,
1-Д Industrial Дrеа, Rafa Ка Bagh,
Tehsil Nurpur Himachal Pradesh,7Л' D IД

Счm- Drчg Licensing Au|;hclrity,
О/о the chief Medical rЭfliсег,

Distt. Капgrа at Dharmýhiala Н,Р. INDIA

Everolinrus Tablets 10 mg

5о. , дьiгаiеrоrкйсеtаtе таТББ zSO п[-

51, 
I 
Capecitabine iabbts USР SOO *;

Gefitinib Tablets 250 mg

Imatinib Таlэlеts 400 mg

Dasatinibr Tablets 50 mg

Dasatinib Tablets 70 mg

Dasatinib TalbteK rOO rпg

48.

49.

52,

53.

5Z},

55.

56.

57.
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пгее sa|e ceгtificate
Аппехчrе -А

Tamoxifen Tablets ВР 10 mg

Tamoxifen Tablets ВР ,{0 mg

СаресitаЬirпе'ГаЬlеts US|P 150 mg

Melphalan Talrlets ВР il mg

Melphalan'Tablets ВР 4i mg

Flutamide ]ГаЬlеts 250 rng

Lapatinib Tablets 250 пrg

СhlогаmЬuсil'lГаЬlеts ВР' 2 mg

Chloгamlluc:il ]'ablets ВР 5 mg

Each uncoated tablet сопtаiпs:
Tamoxifen citrate
Eq. to Tamoxifen 10 rrrg
Excipients
Each uncoated tablet contains;
Tamoxifen Сitгаtе
Eq, to Tamoxifen 40 m;з
Excipients ,S.

Each film coated tab]et contain,s:
Capecitabine USP 150 пrg
Excipients q.s,
Соlоuг : Approved Соlоuг Used
Each film coated tablet containl;:
Melphalan ВР 2 mg
Excipients q.s.

ýplqur : Approved Соlоur Used
Each fi]m coated tablet containt;:
Melphalan ВР 4 mg
Excipients q.s.
Соlоur : Approved СоIоur Used
Each uncoated tablet contains:
Flutamide USP 250 mg
Excipients q.s.

Each film coated tablet contains:
Lapatinib Ditosylate
Eq. to Lapatinib 250 mg

q,S.

чеd Соiочr used
Each fiIm coated tablet contains:
СhlоrаmЬuсil ВР 2 mg
Excipients q.S.

Соlоur: Approved Соlоur Used
Each fiIm coated tablet cclntainsl
Chlorambucil ВР 5 mg
Excipients q.S.
Соlоur : Approved Соiоuг Used

О/о the chief Medical t}fficeг,
Distt. Капgrа at Dharrnshala }lI.P, INDIl,

-]

]

]

]

No. HFW-NZ {Dгugs) zlап- {75 * Dated; Dharmshala, the

Issued to:

М/ s, Kwality Pharmaceu|ticals Limited,
1-А Industrial Area, Пiajot Ка Bagh,
Tehsil Nurpur Himachcll Pl"adesh, I N D IД

g{f ,з f a,zt

,S,

Соlоur :

Сum- Drчg Licenslng l\uthoгity,



Letrozole tablets USP 2,Smg

SогаfепiЬ ]]ablets 200mg

Imatinib Tzrblets 10Omg

Cyclophospharmide Tabltets USP 50ппg

ЕгlоtiпiЬ Tablets 100mg

Erlotinib TaLblc:ts 15Omg

Afatinib Tatllet,s 2Omg

Д:ее Sale Certificate
Аппехurе -А

Eq. to Afatinib
Excipients

Each film coated tablet contains:
Letгozole USP 2,5 mg
Excipients q.s.

Соlоuг : Арргочеd Соlоur Used
Each fiIm coated tablet contain:s:
Sorafenib Tosylate
Eq. to SоrаfепiЬ 200 mg
Excipients q.s.

ed Соlоur usedСоlоur:А
Each film coated tab]et contain:;:
Imarinib Mesylate ВР
Eq, to Imatinib L0{) mg
Excipients q.s.
Соlоцr : Арргочеd Соlоuг Used
Each film coated tablet contain:;:
Cyclophosphamide USP
Eq. to anhydrous Cyclophosphamide
Excipients
Соlоur : Approved Соlоuг Used
Each film coated tablet contains:
Еrlоti nib Hydrochloride
Eq. to Erlotinib 100 mg
Excipients q.s,
СоIоur : Approved Соlоur Used
Each film coated tablet contains:
Erlotinib Hydrochloride
Eq. to Erlotinib 150 rng
Excipients q,s,
Соlоur : Аррrочеd Соlоur Used
Each film coated tablet contains:
Afatinib Dimaleate 29.56 mg

50 rng
q.S.

20 mg
q.S.

Со]оuг : Approved Соlоuг Used

Distt.

No. HFw-Nz (DrugsJ z,,оп- h5- Dated: Dharmshala,rn" 9{ f ОЗf OoQ1

Issued to:

М /s, Kwa lity Pha rma се ultiссls Lim ite d,
7-Д lпdustrial Дrеа, Пiaja Ка Bagh,
Tehsil Nurpur Himachcl Р,rаdеsh, INI|lД
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Fгее sale Сегtifiсаtе
Аппехurе -А

Afatinib Tablc:ts 3Omg

Afatinib Table,ts 40mg

Afatinib Tablets 50mg

Anastгozole Tiablets USt' 1mg

Lеtгоzоlе Tablets USP 2.Smg

Cyclophosphamide Tablets ВР 50mg

Pazopanib Tablets 200 nrg

Pazopanib'llablets 400 пrg

Issued to:

M/s, Kwality Pharmaceuticals Litпited,
1-Д Industrial Дrеа, llajct Ка Bagh,
Tehsil Nurpur Himachal Pradesh, INDIA

Each film coated tablet contains:
Afatinib Dimaleate 44,З4 mg

Each filnr coated tablet contains:
Afatinib Dimaleate 59,12 mg

Eq, to Afatinib
Excipients
Соlочr ; А

Eq. to Afatinib
Excipients

Eq. to Pazopanib
Excipients

30 mg
q.S.

соlоur used

40 mg
q.s.

Соlоuг : Аррrочеd Соlоuг Used
Each film coated tablet contain:;:
Afatinib Dimaleate 73.9 mg
Eq. to Afatinib 50 mg
Excipients q.s.
Соlоuг:А d Соlоuг used
Each film coated tablet containl;;
АпаstгоzоIе USP 1mg
Excipients q.s.
Соlоur : Approved Соlоur Used

Each uncoated tablet contains;
Letrozole USP 2.5 mg
Excipients q,S.

Each sugаr coated tablet сопtаilrs:
Cyclophosphamide ВР
Eq, to anhydгous Cyclophosphamide
Excipients
Соlоur: А ed Соlоur used
Each film coated tablet contains;
Pazopanib hуdгосhlоridе 216.7 mg
Eq. to Pazopanib 200 mg

(l.s,

colour used
Excipients
СоIоur:
Each film coated tablet contains:
Pazopanib hуdrосhlогidе 4ЗЗ.4 mg

400 mg
q.S,

СоIоur:А roved СоIоur used

Сum- Drug Licensing lluthority,
Olo tlte chief Medic,a| iOffiсеr,

Distt. Капgrа at Dhаrmshаlа [l.P.INDllr

gCf ,q f )oil 1
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Fгее ýale ceгtificate
Аппехurе -А

Dasatinib'lГablets 20 mg

Арrерitапt Capsules USP BOmg

Аргерitапt Capsules USP 12Smg

Each film coated tablet contains:
Dasatinib 20 mg
Excipients q.s.

соlоur used
Еасh uncoated tablet contains:
Methotrexate USP 2.5 mg

Each hard gelatin capsuIe contzLins:
Temozolomide USP 20 mg
Excipients q.s.
Аррrочеd соlоur used in empt} capsulesМll
Each hаrd gelatin capsule contains:

Аррrочеd соlоur used iп empty capsule shell _.*--
Each hаrd gelatin capsule conta;,ns:

Temozolomide USP 100 mg
Excipients q,S.

Temozolomide USP 250 mg
Excipients q.s.
Аррrочеd соlоur used in empty capsule shell
Each hагd gelatin capsuIe contains:
Нуdгохуurеа USP 500 mg
Excipients q.s,
Арргочеd соlоur used iп empty capsule shell
Each hаrd gelatin capsule contains;
sunitinib Maleate
Eq. to Sunitinib 12,5 mg
Excipients q.s.

Аррrочеd соIоur used in empty capsule sheIl
Each hаrd gelatin capsule contains:

Etoposide USP 100 mg
Excipients q.s.

Aprepitant USP В0 mg
Excipients q.S.
Аррrочеd соlоuг used in еmрtу capsule shell _.-
Each hаrd gelatin capsule contains:
Арrерitапt USP 125 mg
Excipients q.s.

соlоur used iп shell ___
'{,l' ttt

( {l}
Asstt. D;ýlgs Con

Сum- Dгчg Licensing lruthori tlr,
О/о t}re chief Medicirl Offiсеr,

Distt. Капgrа at Dharms;hala Ht.P,INDIД,

'44ц
trЬl|ёr,

No. HFw-Nz (Drugs) 2|"оп- {?S- Dated: DhаrmiЬаIа,lth.ё' J{ ýо2 |

lssued to:

M/s, Kwality Pharmaceuticals Limited,
7-Д lпdustrial Дrеа, R|ajar Ка Bagh,
Tehsil Nurpur Himachcrl Pradesh, INt|IД

DЗ

Methotrexitte Tablets UlýP 2.5 mg

Temozolonride Capsule 20 mg

Temozolonride Capsule 100 mg

Temozoloпridrl Capsule iZ50 mg

Нуdгохучrс:а Capsules USP 500mg

Sunitinib Maleate CapsuJ[es 12.5 mg

Etoposide Capsules USP 100 mg

в2.
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Combipaclt:of опе capsu,Ie of Aprepitant
Capsules USP 125mg & Мо capsules of
Арrерitапt Capsules USP BOmg

Imatinib Capsules 100 пrg

Imatinib Carpsules 4О0 пrg

SuпitiпiЬ Maleate CapsuIes 50 mg

Нуdгохучгс:а Capsules USP 500mg

Nilotinib Capяrles UýР 150mg

Аппехuге *А

Each hаrd gelatin capsule contains:
Арrерitапt USP В0 mg
Excipients q,ý,
Аррrочеd соlоur used iп enlpý,capsule shell
Each hаrd gelatin capsule cont;Lins:
Aprepitant USP 125 mg
Excipients q,s,
Аррrочеd соlочr used in empt},capsu]eshell
Each hаrd gelatin capsule conta:ins:
Imatinib Mesyiate ВР
Eq, to Imatinib
Excipients

Eq. to Imatinib
Excipients

100 mg
q.S.

400 mg
q.S,

Аррrочеd соlоur used iп em
Each hаrd gelatin capsule contains:
Irnatinib Mesylate ВР

Аррrочеd соlоur used iп emptv capsule shell
Each hard gelatin capsule contains;
sunitinib Maleate
Eq, to Sunitinib 50 mg
Excipients q.s.
Арргочеd соlоur used iп empty capsule shell
Each hаrd gelatin capsule contains:
Нуdrохуurеа USP 500 mg
Excipients q.s.

Аррrочеd соlоur used iп empty capsule shell
Each hаrd gelatin capsule contains:
Nilotinib USP 150 mg
Excipients q.s.

Аррrочеd соlоur used in еmрФ capsule shell ____
Each hard gelatin capsule contains:
Temozolomide USP 100 mg
Excipients q,s.
Аррrочеd соlочг used in еm

Asstt. Drugs Сопtгоllеr,,
Сum- Drug Licensing l\urLhoгity,,

О/о tlre chief Medical Оffiсеr,,
Distt. Капgrа at Dharmshala }I.P.lNDIlt

"О |' Зr|' 0ýt {

\a

No, HFW-NZ [Drugs) :tOZb d7t! , Batea: Dhагmshаlа, the

Issued to:

M/s, Kwality Pharmaceutlcals Llmited,
1-Д lпdustrial Дrеа,l?фп Ка Bagh,
Tehsil Nчrрur Н imachol Pradesh, IN DIA

Temozolomide Capsules USP 1ОО mд;
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93.
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Fгее sale certificate

Mitomycin liоr Injection USP 2 mg/vial
(As Lyophiliized)

Mitomycin lТог Iniection USP 10 mg/vial
(As Lyophiliizert)

Etoposide tCapsules USP 50 mg

Lenalidom.ide Capsules 5 mg

Lenalidomide Capsules 10 mg

Lenalidomide Capsules iZ5 mg

Вlеоmусiп.Fоr Iniection UýP 15 lU7lvial
(As Lyophilized}

Реmеtгехеd Fоr In|ection 100 mg/vial
(As Lyophilized)

Реmеtгехесl Fсlr Injection 500 mg/viial
(As Lyophil.ized)

Аррrочеd соlоur used in empt}, capsule shell
Each hаrd gelatin capsule cont;tins;

Each hаrd gelatin capsule cont;tins:
Etoposide USP 50 mg
Excipients q.s,

Lenalidomide 5 m8
Excipients q.S.

Approved соlоur used in empt}, ca lc,shell
Each hаrd gelatin capsule contaLins:
Lenalidomide 1,0 mg
Excipients q.S,

Lenalidomide 25 mg
Excipients q,S.

Аррrочеd colour used in е capsule shell
Each vial contains:
BIeomycin Sulfate
Eq. to Bleomycin
Each vial contains:
pemetrexed Disodium
Eq. to Pemetrexed 100 mg

Each viaI contains:
реmеtrехеd Disodium
Eq. to Pemetrexed 500 mg
Excipients .S,

Each vial contains:
Mitomycin USP 2m8
Excipients
Each vial contains:
Mitomycin USP 10 mg
Excipients

Аррrочеd соlоuг used in empý,capsule shell
Each hаrd gelatin capsule conta,ins:

,,. i
l

USP
1li IU

Сum- Drug Licensing lluthогitу,
О/о the chief Medic;al iOfficer,

Distt. Капgrа at Dhаrmshаlа FI.Р,INDIll

No. HFW-NZ (DrugsJ ;.ozt- h5 Dated: Dharmshala ,rn" 2{f оЭf 9-oiL7

Issued to:

М /s, Kwali ty Рhаrmа сеа ticals Lim,ited,
1-Д Industrial Дrеа, trlaja Ка Bagh,
Tehsil Nurрчr Himachcll Pradesh, IN D IД
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ЕрiruЬiсiп Нуdгосhlоri,dе Fоr tniection
50 mg/viall
(As Lyophilized)

DохоrчЬiсjiп tlydгochlo гidе Fоr
InJection ВР 10 mglvial
As Lyophilized

DохогuЬiсjiп Hydrochlo.гide Fоr
Iniection ВР 50 mg/vial

DачпоruЬiсiп Hydrochloгide Fог
Injection 20mg / Vial
(As LyophiJtized)

Zoledronic Acid Injection 4mg/ vial
(As Lyophillized)

Viпсristiпе Injection ВР 1mg/ vial
[As Lyophilized)

Vincristine Iniection ВР Zmg/ vial
(As LyophiIized)

Cyclophosphamide Injection ВР
500mg/vial
(As Lyophil.ized)

Cyclophosphamide Iniection ВР
1000mg/viirl
(As Lyophiliized)

Bendamustiine tnjection 10О mg/ vial
(As Lyophiliized)

ýгее Sale Ceгtificate

Each via] contains:
ЕрiгuЬiсiп Нуdгосhlоridе ВР
Lactose ВР 250 mg
МеthуlрагаЬеп ВР 10 mg

50 mg

дs frееzе dried powder
Each vial contains:
DохоruЬiсiп Нуdrосhlоridе В]Р 10 rrrg
Excipients q.S.

Each vial contains:
Doxorubicin Нуdгосhlоridе В]) 50 rл.g
Excipients q.S.

Each vial contains:
DаuпоruЬiсiп Hydrochloride
Eq. to Daunorubicin
Mannitol USP 100 m
Each viaI contains:
zoledronic Acid 4mg

,S.

USP

Excipients
Вогtеzоmill Fсlr Injection 2 mg/ vial Each vial contains:
(As LyophiIized) Bortezomib 2mg

Excipients
Each vial contains:
Vincristine SuIphate ВР 1mg
Excipients .S.

Each vial contains:
Vincristine Sulphate ВР

Each vial contains;
Cyclophosphamide ВР
Eq. to Апhуdrоus Cyclophosphamide 500 mg
Excipients
Each vial contains:
Cyclophosphamide ВР
Eq. to Апhуdrоus Cyclophosphamide 1000 mg
Excipients
Each vial contains:
Bendamustine Нуdrосh]огidе

2m8
,S.

Excipients

, : :-*' 
'"'

No, HFW-NZ (DrugsJ ,,zOп- {75l* orruo:DharmshaIa, the

lssued to:

IvI/s, Kwality Ph аrmасеч ticals Limr i ted,
7-А lпdustrial Area,llaja Ка Bagh,
Tehsil Nurpur Himachal Pradesh, IN DIД

; Сum- DI,ug Licensingl\urthority;
О/о tlre chief Medical Оffiсеr,,

"" Diýtt. Капgrа at Dhаrmshаlа [I.P,INDIlt
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Paclitaxel [ рrоtеiп -bolrnd рагtiсlеij
Fоr Iniectable Suspension 100 mg / vial

ВогtеzоmiЬ ftlr Injection 3.5 mg/Viial
(As LyophiIized)

ВоrtеzоmilЬ fог Injectio;n 2 mglVial
(As Lyophilized)

Vincristine Sulfate fоr Iniection USI)
2mgl vial
As Lyophi]lized

Ganciclovil, fоr Injectioпr USP
500 mgl vial
As Lyophiliized

Leupгolide Acetate fоr I;niection
3.75 mg/vi;rl
As Lyophilized

Lечрrоlidе Acetate fог Injection
11.25 mg/vial
As

Doxorubicin Hydrochloride Fоr
Injection UlýP 10 mg/vial

DохоrчЬiсiп Hydrochloride Fоr
Iniection U!;P 50 mg/viall
As Lvophil;ized

DачпогuЬiс:iп Нуdгосhlсlгidе Fоr
Injecion 50lmg / Vial
(As Lyophiliized)

Ifosfamide IЬr iniection USP 1gm/ viiai
(As Lyophilized)

DаuпоruЬiсiп Нуdrосhlогidе Fоr
lniection 2Omg / Vial
(As Lyophilized}

ýгее Sale Certificate

Each vial contains:
Paclitaxel ВР 100 mg

Bortezomib З.5 mg
Excipients .S.

Each vial contains:
ВогtеzоmiЬ 2 mg

Each vial contains;
Vincristine Sulfate USP 2mg
Маппitоl USP 100
Each vial contains:
GапсiсIочiг USP 500 mg
Excipients
Each чiаi contains:
Leuprolide Acetate USP З.75 mg
Excipients .S,

Each vial contains:
Leuprolide Acetate USP 11,25 mg
Excipients
Each vial contains:
DохоrчЬiсiп Hydrochloride USP 10 nrg
Excipients q.S.
Each vial contains:
DохоruЬiсiп Нуdrосhlоridе USP 50 mg
Excipients
Each vial contains:
DаuпоruЬiсiпНуdгосhlоridе IJSP
Eq, to Daunorubicin
Excipients
Each vial contains:
Ifosfamide USP 18m

ents q.S.

Each vial contains:
Daunoгubicin Hydrochloride IJSP
Eq. to DаuпоruЬiсiп
Excipients

Счm- Dгчg Liceпsing lrчthогi ф,, О/о ttre chief Medicirl l)ffiсеr,
Distt. Капgrа at Dhагms;hаlа Ht.P, INDIД,

No. HFW-NZ [Dгugs) ZlOП- {76* Dated: Dhагmshаlа, the 9Dl

Issued to:

M/s, Kwality Pharmaceuticals Limited,
7-Д Industrial Дrеа, Дiaja Ка Bagh,
Tehsil Nurрur Himachal Pradesh, tNt|IA
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Дгее Sale Сеrtifiсаtе

ЕрiruЬiсiп Нуdгосhlогirlе Fоr InjeclEion
10 mglvial
(As Lyophilized)

Mitomycin Fоr Iniection UýP 40 mg,/у;д1
(As LyophiIized)

Cyclophosplhamide Iniection USP
500mg/vial
(As LyophiIiized)

Oxaliplatin Iniection USIP 5Omg/ viarl
[As Lyophilized)

Oxaliplatin Iniecion USl' 100mg/ vial
[As Lyophilized)

Сагmчstiпе, Iniection USP 100mg/ v,ial
(As Lyophilized)

Dacarbazine Injection UlýP 20Omg/ vial
(As Lyophilized)

Azacitidine fоr Injection 100mg/ vial
[As Lyophi!ized)

Combipack of опе vial Ifosfamide fог
lnjection USiP 1gm / Viarl
&
3 Viаl of Ме,sпа lnjectionr 200 mg /2i ml

|у| <: bbta

Vinblastine Sulfate Fог Injection ВР
5mg/vial
As Lyophilized

Each viai contains:
Epirubicin Нуdrосhlогidе ВР 10 mg
Lactose ВР 50 пrg
Methylparaben ВР Zmg
As fгееzе dried powder'

Each vial contains:
Mitomycin USP 40 mg

ents q.S.

Each vial contains:
Cyclophosphamide USP
Eq. t0 Апhуdгоus Cyclophosph;rmide 500 mg
Excipients
Each vial contains:
Oxaliplatin USP 50 mg
Excipients
Each vial contains:
Oxaliplatin USP 100 mg
Excipients ,S,

Each vial contains:
carmustine usp

.S.

Each vial contains:
Dacarbazine usp 200 mg
Excipients .S,

Each vial contains:
Azacitidine
Mannitol usp

100 mg
100

Each vial contains:
Ifosfamide usp
Excipients ,S,

Each ml contains:
Me*sa- ВР 100 mg
water fоr Iniection Вр
Each ml contains:
vinblastine sulfate Вр 5mg
Excipients .S.

100 mg

1gm

1l l) ,r
[].l/r",,,l
'щryТЫ>t1ДiГisп-\rд;r; l '|' '

Asstt. Dгфs С ofi trоIlеr,
Сum- Drug Licensing l\uthoгity,

О/о t}re chief Medicirl t}fficer,
Distt. Капgrа at Dharms;hala Ht.P.INDIlr

ly
2х-s. \J

No. HFw-Nz (Drugs) ,,оrr- ý?S_ Dated: Dhагmshаlа ,.n" ЪdlаЗ f ПоЭ 1

Issued tol

М ls, Kwaliф Рhаrmасеu ticals Limited,
1-Д Industrial Дrеа, fr|aja Ка Bagh,
Tehsil Nurpur Himachal Pradesh, INDIД



Mitomycin Fоr Injecion USP 2О mgy'vial
(As LyophiJlized)

Gemcitabinte Fог tniection USP
200 mg/ vi;rl
(As Lyophilized)

Gemcitabinle Fоr Iniection USP
1000 mgl vial
(As Lyophilized)

DачпоrчЬil:iп Liposomal Iniection
50 mgl 25 ml

Nilotinib Capsules 200 nrg

Dactinomyc:in Fоr Iniection USP
500mcg / V'iaI
As LyophiIJized

Cisplatin Injiection ВР
2Smg / 25rTrI

Oxaliplatin lniection USF'
Smg/ ml

Oxaliplatin ilniection USP'
50mg/ 10m.l

Docetaxel Iniection USP
20 mg/ ml

t'гее SaIe Сегtifiсаtе

Each vial contains:
Mitomycin USP 20 mg
Excipients .S.

Each vial contains:
Gemcitabine HydrochIoride USP
Eq, to Gemcitabine 200 mg
Excipients
Each vial contains;
Cemcitabine Hydrochloride USP
Eq. to Gemcitabine 1000 mg
Excipients
Each ml contains:
Daunorubic Сitгаtе
Eq. to Daunorubicin 2пq
Water fоr Injection ВР q.s,

Each hаrd gelatin capsule contains:
NiIotinib 200 mg
Excipients q.s.
Approved соlоur used iп em
Еасh vial contains:
Dactinomycin USP
Mannitol usp

500 rng

Each m] contains:
Cisplatin ВР 1mg
wаtеr fог Iniection Вр ý.

Еасh mlcontains:
Oxaliplatin USP
wаtег fоr Iniection USP
Each ml contains:
Oxaliplatin USP
Wаtеr fоr Iniection USP
Each ml сопtаiпs:
Docetaxel Anhydrous
Citric Acid Апhуdгоus
Polysorbate В0

rated Alcohol

100 m

5mg

5mg

USP
USP
USP
USP

2 Omg
,l mg
520 mg
395 mg _

?"t\ ч
.Asstt. сrrпtгоllег

. ]irl Сum- Drug Licensing lruthoriý, ,'ýl О/о t}Le chief ,Medic:rl l)ffiсег,

.l,'',/ Distt. Капgrа at Dhаrmshаlа Ht.P,INDIA

Yзr/фr,No. нFIV_NZ (Drugs) z:ozl- d?rS . Dated: Dhr.;НЙ:

lssued to:

M/s, Kwality Pharmaceuticals Limited,
1-Д Industrial Дrеа, Raja Ка Bagh,
Tehsil N urpur Himachci Pradesh, I N LttД

capsule shelI

I



Flчогочrас:ilIпjесtiоп ВР
250 mg/ 5 ml

Decitabine Fоr Iпiесtiопr
59rg / Vhl

FlчdагаБidЪ гhosphate Fоr I
USP 50mg / ViaI

Мitохапtгопе Injection lUSР
20mg / 10 ,ml

Iriпоtесап iНуdгосhlоridlе Iniection
USP

Lenalidomide Capsules 15 mg

Sunitinib Maleate Capsules 25 mg

Меrсарtорuгiпе Tablets ВР 50mg

Tamoxifen'Гablets ВР 2О mg

Vinblastine Sulfate Fоr Injection ВР
10mg / Via|
As Lyophilized

Vinblastine Sulfate Fоr Iпiесtiоп USP
10mg / Vial

No. HFW-NZ (Drugs) ia[П- r75* Dated; Dha

Issued to:

М /s, Kwality Pharmaceuticals Limited,
1-Д Industrlal Дrеа,Ilаjа Ка Bagh,
Tehsil N urрur Himachcll Pradesh, I N l>IД

ý:ее Sale Сегtifiсаtе

Each ml contains:
Fluоrоurасil 50 mg

10 mgSodium Hydroxide
wаtеr fоr Iniection .S.

Each vial contains :

Decitabine 50 mg

Each vial contains :

FludarabinePhosphate USP 50 mg
Mannitol ВР 100
Each ml contains:
Mitoxantrone Hydrochloгide
Eq. to Mitoxantrone 2 mg
Wаtеr Гоr Iniection ВР
Each ml contains;
Irinotecan Hydrochloride USP 20 mg
Water fоr Injection ВР q.s.
Each hагd gelatin capsule contains:
Lenalidomide 15 rпg
Excipients q,S,

Аррrочеd соIоur used in empty capsule shell
Each hаrd gelatin capsule contains:
sunitinib Maleate
Eq. to Sunitinib 25 mg
Excipients q,S,

rочеd соIоur used in еm
Each uncoated tablet contains :

Меrсарtорuriпе ВР 50 mg
Excipients
Each uncoated tablet contains;
Tamoxifen citrate Вр
Eq. to Tamoxifen 20 mg
Excipients ,S.

Each vial contains :

vinblastine sulfate Вр 10 mд;
Excipients .S.

Each vial contains :

Vinblastine Sulfate USP 10 пrg
Excipients

Счm- Drug Licensing l\uthогitу,
О/о tlre chief Medicirl l)ffiсеr,

Капgrа at Dharm:;hala llt.P. INDIli

-l
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Frее ýale certificate

Vinblastincl Sulfate Injection ВР
10mg / 10rnl

iпLjection USPviпсristiпе sulfate

Viпсristiпе Sulfate fоr Iniection USI'
1mg/ vial
As Lvophilized

Cyclophosprhamide Fог lniection USP
1000mg / ]Yial

Cyclophosprhamide Fоr Iniection US P
200mg / Vial

Vinblastint: Sulfate Inier:tion
10mg / 10ml

Fulvestran|.Iniection 25Omg / Sml

Enzalutamide Capsules,[O mg

Gоsеrеliп Acetate Inj ediion
10.В mgl ml

Leuprolide Acetate Fоr Iniection
Z2.Smg/ !'ial
(As Lyophilized)
3 months cle

Methotrexate Iniection tlP
50 mg / SmI

L- Аsрагаgiпаsе Fог Iniection
10000 IU/ lrial
As Lyophiljized

Each ml contains ;

vinblastine sulfate
sodium chloride
Benzyl Alcohol

USP
USP
USP
USP

вр
вр
вр
вр

1mg
9 пtg
0,9''/о v /v

Each ml contains:
vincristine sulгate 1m8
wаtеr fоr Iniection
Each vial contains;
Vincristine Sulfate USP 1mg
Mannitol USP 5i0 пr
Each vial contains :

Cyclophosphamide USP
Eq. to апhуdrоus Cyclophospha rпidе 1000 пrg
Excipients
Each vial contains :

Cyclophosphamide USP
Eq. to anhydrous Cyclophosphamide 200 nrg
Excipients
Each ml contains :

Fulvestrant ВР 50 mg
Ethanol [96 реr сепt] ВР 100l _yll_
Each hаrd gelatin capsule contains :

Enzalutamide 40 mg
Excipients q.S.

Аррrочеd соlоuг usrэd in еm capsule shell
Each mIcontains:
Goserelin Acetate
Eq. to Gоsеrеliп 10.В mg
wаtеr fог Iniection вр ,S,

Each ml contains;
Lеuргоlidе Acetate USP 22.З mg
Excipients q.s.

Each mlcontains :

Methotrexate Вр 10mg
wаtеr fоr Iniection вр
Each vial contains :

L- Asparaginase 10000 IU

Wаtеr Гоr Iniection .s.

Each mlcontains ;

vinb]astine sulfate
sodium chloride
Benzyl Alcohol
water fоr Iniection

1mg
9mg
0,90h v /v

,S.

Сum- Dгug Licensing Authoгitrr,
О/о the chiel'Medir:al Оffiсеlг,

USP
USP

No, HFW-NZ (Drugs) ,оrr- lv 6- patea; п

Issued to:

М /s, Kwality Pharmaceuticals Limited,
7-Д Industrial Дrеа, Raja Ка Bagh,
Tehsil Nчrрчr Himachal Pradesh, IN DIД
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