
Health & Faimily Wеlfаге Dераrtrпвпt
Himachal pradesh
Balddi, Distt. ýоlап
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This сrпе page сегtifiсаtе сslпfоrms to the format recotnmended Ьу the World Health Оrg;зпizаtiсrп

[Gепегаl lпstгuсliопs апd Ехрlапаtоrу NOtýý attached].

Сегtifiсаtе No, НFW-Н [Drugs] 427!а!'

0п the basis of th* inspclction саrriесl out оп 9th FеЬruаrу 20?1 агd 10tl' FеЬruаrу 202l,
we certify that the site indicated оп this certificate complies with Good Мапufасturiпg
Practices for the dosage fоrmý, categories and activities listed iп Table l:

1, Nаmеs and Address of iSite lИls United Biotech (Р) Ltd.,
l3agbania, Baddi-Nalagartl, Roacl,
Distt. Sо!ап [Н.Р.]-1741 01.

IИNВ/05l254 & MB/05/?{i5 ValicI upto il1.02.;20262. Мапufасtur"ег's Licenýe No,
3, Table-l:
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CERTIFIсA,IE оF PHARMAсEUTIC/,L PRoDlJcTS

N о. tll' Ссrti 1l cate: Il I:W_H (DR UGS ) 42'7 l 05 12 l - l 67

Valicl rrp to :22l0)l2o24

l. I'горriеtаrу Name (Il'appli<:able) and DosaEles lЬrпl оf Product:

Active lпgгеdiепt (s) апd amou]lt рег unit dose :

Ехроrtiпg (oerli|.iIrg) СоuIrtгr, : IГiDIA

illl1porting (reclrrcl;ting) (]trttrrtгr, : МА( ,.\t]

дl\,l PHoTliý
Апlрhоtеriсiп В [пjесtiоп [JSI'
Each vial ctrn,:ait-ts:

Дrпрhоtеriсiп В IJSP 50 nrg

Excipients q.s.

ГХ,.

1.1. Is

Ycs

this product is licensed to Ье placcd оп t]re tnarket tЬr use in ехроrtiпg сопlрапу?

п
Not applicabll:Ntl

I.2 Is this prtlduot паlurаl11,

(iГthе ansrr,er to 1.2 is Yes,
ctlntinue rvith qtrestion 2В)

2А

оп thc lпаrkеt in the exporling

continue is rvith Question 2А &

courrtry? Yes

: onlit question 213 &

UIrknorrl Г]
, tlrc questirltr 2А alrd

l. Ргоduсt License & с

мв/05/255. 2зl02l2

2. Product Licerrse hol,
United Biotech l)vt_

Bagtrania. Badd i-Nala1

З. Sllatus ol'applican1 а

categ()r},as dеtlпе i

а[Ч
4. Регmissiоп letter no

Is an approved techr
Yes Г---lо

5. Is the atlached ofllci
I п fЬгm aticln col-trp lel

Yes _ Ntl
L

6. Applicant fоr сепitl
Liccltse holclcr (narr

t-]
t-l
t_]
t_]

з.l

3.2

j.з
Yes,/No/Not appl icabl е

Docs tlre iпlьгmаtiоп strblnitted bv the

Y., l-(1 tчn Г---l
applicant satisli, thc ccrtitying Дuthоrit1, оп

l:] г-__l

t)r8all izatit tп'.'

Not lpplicablc L__]
all aspects ol't]te mапu]iсtllrсг oithc

&4drýý af
Ofiсе of
Licen*i
Hýalrh

li 11

ýяi Rоtd;

trоllеr
tгоlliпg ,&u ]thýriý

fi ment. Hrmar.hal Ptt.<lcsh

l 7ЗrО5 tI.{.P.} Incliri

[_]
Nаmе g,[ ýlr {ur!здrjgilrs рýIýQr]:

Stgпаturе ),,. ,

}ri*?1fi 23 {]?.20?I
" ._ ;ЩАNiý**rОСК'ijtilmp tL 

""SЁрUtу I)RUGý cioilжolt Erq
**uffr-Ll ýltýýlHý rlUTH Oitl-iY
о/в ýТАТЕ QRUýIi ýOHlK{}1-1"ý}1

*ý*,ýýlý fl ýýl,ýl?!4ý: н J1*_ 1ýЁ{, i
тн с r;u & rvIAT R ýсil l,,.l Nl lj,N l] о,, *r r,.r ý ffi$lfi frrrft 'Жi 

r?, 1-Тг ;, -

п
п

iГ;,,ttsuсr is to l 2 is Irtl. ontit

l. Applicant tЬr certifi,:ate
(Narne &, Дddrеss)

2. Status ,эI'аррliсаrll, а/Ь/с: (kc1, ill appropriatr:
categor}, as dеfiпе iп пс,tе)

"г] ь г-_l . г]
3. Ц'Il1 i; autll,,riz:rtiort Iackillg}
Not Rеquirсd

Not Required

under coпsideration

Relirscd

Rепlагks

Does the cerlif),ing atlthorit) f rlranuthctr:гing pIant iп rvhiS tne cenlt),lng аtltпоrlt),аrrапgе 1оr perlodlc lnspection ot'tltanutactr:гiIig plant iп rvhich tlrc closag,e frэгrrl is prodLlc:c:d']
Yes l--<
Pcriodicit1, о1- routitie inspcction: I'rvice in а 1,еаr l==з f-_]
Has tlre nlanuf'acturer 0l'this tl,pc оl'drэsаgс lbrnls Ьесп inspected'/ Yes Ntl

[)oes the tЪсilitу,апd operatitln соrrljrгп Kl GMP as reccrnlnlcttcled bv the'Viorlcl lIealth

эпsе & clate o1'lssue.
2зl0212l

эrrsе liol,jer (narTe and add.)
:ch l)vt. Limited
di-Nalallarh Rd.. Disst * Solan. -IlP

эlican1 а/Ь/с (ke1, in арlrгорriаtе
det'ine iп note)

etter lro
ed techrrical sumпlаrу appcnded?

эd ofllcialli" approved pгodtrct
col-trplelc and cotrsonant ri,ith the [-icctlse
Ntl --Jtlt providt:tl

хl
)r ccrtiflcatc. if ditIеrепt fiolrr
clcr (nattre & add.) : SА]\4Г

THIý ЁýR,тIFIсАтЕ coNFtRMý TL)



оп the impl,ementation of the scheme. The fоrms аrе suitable fоr geneгiltioll Ьу соlпрutеrs. Thc.r stLoulci allva,is Ье
Submittcd as hагd сору rл,'il.h responses printed in typc гаthсг hand wlittcn additional sheets should llc ilpperlclccl,
as песеssагу, to accommodate rсmаrks and explanations.

EXPLANATORY NОТtrS

1. This certificate whjch is in the fсlгmаt recommended Ьу wНo, estatllishes 1hе statufi of the pharmacet.rtical
Product and of the aPplicant for the certificate in the exporting country, it is for а si:ngle prcrcluc:t on[r, sirrce
ma:nufacturing аrrапgеmепts ar-rd approved information for dif_.erent dosalle fогms and cliflertlnt stгctrgths
сап чаry.

2. Use:, rvhеге роssiЬlэ, internationcLl Nопрrоргiеtаry Nalne (INNs) сrr nzrtional rtопрrоргiеtаry nilml]S.
з. The fогmulа (Com;llete composition) of the dosage fгоrn should tre given оп l.he сегtifiсаtе оr Lrc appenclt:c1.
4. Details of quantitzLtive composition аrе рrеfеrrеd, but their provision is s;ubjcct tcl thc a€!rct:men1_ of the

6,

7,

8.

product -licence hоldеr.
When applicable, eLppend details оГ any rеstгiсtiоп applied
product that is specified in the p]:oduct licence.
Sections 2А and 2I\ are mutuallv exclusive.

9.

Indicate, whеп applicable, if the licence is provisional or the prcltluct, has not yet ЬееrL аррrоr.ес1,
Specify whеthег th,э pg159. responsible fоr placing the рrоduсt cn the mаrkэt ;

(а) Manufactures the dоsаg,э fоrтп;
(ь) Packages llnd / ог 1аЬе1 а dosage fогm mапufасtuгесl h,5,ап indeperrdent сопrрапу ; ог
(с) Is involved. in none of the above.

This information сап Ье рrочidеd only ."йth the consent of the product -liсеrlсе holcleг оr , in thr: Citse о пOп
-registered product,s, the applica.nt. Non-completion of this set;tion indica-es that t]re раrt}.сс|l1сеrriеt1 has
not agreed to inclulsion of this infbrmation,
it s_hould Ье noted that inforTnation concerning the site of рго,сuсtiоп is рrrrt of the product 1ic:necc:. lf the
ргоrJuсtiоп site is changed, the lir:ence must Ье updated оr it йlt cease to brl valid.

10. This rеfеrs to the document, р,rерагеd tэy some паtiопаl rеlцlаtоry authoгities, that surTLmaгtzesl the
teclrnical basis on ,лhich the ргосluсt has been licensed.

11, This rеfеrs to ргосluсt infor-rTration approved Ьу the competent national:,egulatoц,autlroгit1., such:rs а
suпlmаry of Produ<:t Characteгisl_ics (SPC).

12. In this circumstanc:e, permission fог issuing the ceгtificate is гесluirеd fгоm tlre pгoduc:t,licerrce hоldег. Tlris
peпnission must Ь(] provided to the аuthогitу Ьу the applicant.

1З. PlecLse indicate the rеаsоп that th.e applicant has pгovided fоr not requestin11 rеgistrаliоп:
(а) The рrоduсt has been c[eveloped exclusively fог the l.I,eatment of conditiolls-particul:Lг1,1, 1горiс:а1

diseases not cnclemic in the country of ехроrt;
(Ь) The PГodur:t has been rеfогmulаtеd wrth а vrew to imprc,ving its stа'эilitу uпdеr tlopica1 conditillns.
(с) The product has been rc:forTnulated to exclude excipiertts rrot app1,oved fоr use in рhlrгmас:ечtrса1

1,4

products in the country of import:
(d) The produr:t has been rе]iогmulаtеd to meet а different nraximum drlsage limit fоr ап active

ingredient;
(е) Any оthег ]:eason, please specify.
Not applicable mea_ns that the manufacture is taking рlасе in а ()ountry оthrэr than ttrat issuing the L]roduct
certificate and iПsрэсtiоп is conducted uпdег the aegis of the cottntry of malrufacture.
The геquiгеmепts ]'ог good praclices in the mапufасturе and quality сопtгоl of dlugs геfэп-зс1 to iг thc
certificate аfе those included in the thiгtу-sесопd героrt of the rэxpert <:ommittet: on specificationl; fог
рhагmасеutiсаl рг()раrаtiопs (WIJO technical героrt sегiеs, No. 82З, 19912, Annex 1), Rec:oпtrncnc]irlions
sPecificallY aPPlicable to biological products hачс been fоrrтпrlаtrэd Ьу the WHO ехllегt ccllntnittc,: оп
Ьiоlrэgiсаl standardization (WHo technica1 rерогt series, No. 822, 1992, Annrэx 1).

Thisl section is to btl completed йhеп the pгoduct-licellce holdeг or applicanL сопfоrrпs to Statusi (Ь) оr (э) as
dеsсгiьеd in note 7 above. It is of рагtiсulаr imрогtапсе wh.t:n foгeign (]опtгасtогs are invrllveci ir-r thc
marLufacture of thc,product. In 1,hese circumstances the applicant should Supply the certifyil:lg authoгitу
with. information to identify the ctlntracting раrtiеs responsible 1trr each stage of manrrfacture of tlrc finr;hec1
dostrge fогm, and ttte extent and паtuге of апу controls ехегсisеd очеr each <lf these раrtiеs.

lб

5. to {he sale, disb,ibution с,г admitrisl_I,atioll clf ttre

15



No. ol' Certillr:ate: HI]W-I I (DIltJ GS) 421 /0 5 12 l -2 l 0

Valid up Kl :2210212Ф,4

l, I'горriеtаtу Nапlе (I1'appIicable) and Dosages tЬrпl оf[)rоduсt:

Active lnlrredierrt (s) and alllount рсr uпit dosc :

Sпi Rопrl;

Doc:s the Гacility апd t:,реrаtiоll ctrnfirnl to GМР as rесоmrrlепdсd bv the \\'orld tlealth ()rsanizatic,n?
Yes/No/Not applicabltl Y., l-(l Шп Г--l fuot applicable [_]

-_

l

l

l

ll
.t]

IlI
I

IiIl
]l
]lcd,,l

I

l

,]

l

]Zll

,l
___]

2в

*ъ,J-(э -zl
'т j,f s \1_,/r'/
'->."''Ё-'

с;ЕRтIFIсА:гЕ оF рнАRмАсЕUтIс.дrL PRODIJCTS

а'uthoгitv
llеr

trоlliпg Ачt}rсlгilу
гtmепt, H:imBchal Рrасlсth

l73105 {t{.P,) India

Ехр эrlilr g (ceгti1,1,ing) Соuп tг\

irnlr,lrting (requcs ting) (]оut-rtгl

cLt],|,A-B 50

Bicalutanride'Гablets [JS[' :iOnlg
гaclr lilllr coilled tilblct ctllt uilts:

5 Onrg

Not applicablc

$*,*,1ь' lil,[l?,?fi?]
_ ;elANlSH <Арос.щl

St;Imp & Г"'tgi:рUrч {}RUGý C;OtlTH{)I.1. ЕГ.:
-*цff}-Ltýý:Kýli,,lб *,UTH0ll} Т\'
О/* ýТ&Т|; nýUýýi COtlTR{}l_L,ý'l

: iNI)Il\

: N](i1,ItIA

1.1.

Yes

Bicalutamide lJSP
Colotrr: 'I'itanitrm Dioxide t}Р.

Is this рrrэduсt is licensed tэ Ье placcd оп 1hc Irlarket 1Ьr trsc iп exporting cotnpilny?

Nэ
[] l_]

3.1

.) .1-

J.J

Has the пlапuГасttlrеr DГtllis tl,pc o1'dosage tЬгпrs Ьееп irtspccted? Yes

2В & iГarrsrver is to 1.2 is rro. otTrit the qr,rcsticill 2А апсi

'I'ivice iIr а 1,еаr Fз
No

f-:]

Ncrme g|ýrl ýu{]g1;iаiýа рсгsоr]:

ýigпаtuгс

1.

&ddrсýý
Olfiсе of
LicenBi
Health

\:'j

[.Хr" П l,trklro,rrl []

__l I. Prtlduct l, iceltsc & dаtБ оГ l.sstK,. 

-__l

I Mtvos,zss.2Зl02,]l l l ' 
лpplicirlrt li)r certil'i(iltc

' ,nnlrr., -,,,l .,1.1 r l l {Narne tt AtlJrcss.1
| 2. I)гttdtrct Licensc lltlltler (nalttc alrd atld.l l l

l Ul,,itctl l}ioteclt I'r t. l.ilnitcцl l l

| ВаgЬапiа. Baddi-Nalagarll Rc].. Dissl, - Solan, -Нр l l 2 Status clt'applicant а,'Ь/с (key iг appropriattl

| - | | саtеg,оrr ls dclllre il) ltotc)l_.lI
| ' ]::l']'.::],lo||]::.:l1.o1.(kc-r 

ir арl,rопгiltс l l . г-l h 1---l , г- lI categor)asdelineiIttlllte) l l- l _] | l l t|--|
| а Г<<< J Г-l с Г----l l l з. Ц'ltr i:, autlttlrizlttiott lltckitlLl'.'

l . ,, l | \ot R.qtrirc.l 't__]
l 4. I)eпttissiorl leller ttn l l

I L ,,,,,' irpplrrr ed rcclllrical Stlll]tl)ar.\ a1-,pclrdetl? l l Ntlt l{_.ouircd г-_-T

l l I ttrr,jcrcrrnliderali.,1t t-l
| 5. ls llle attacltcd ol'lici.rll.r apprtlre.l product l l

I lrrI'onrlutioll conlplete atld cottstlllanl цitlr tlle Liccnsc | | Rclir,;,:d t--__l
I Yey----1 \n --l Ntlt пг,rr iJcd l l

l-L-lЖl lt
| 6. ДllрIiсlпt lilr certiI'iclItc. iГdillirclrt litlrn l l ,' Rсtпirгks:
I l icelrsc lltllder {ltlttl,re & lrJd.; : SДNIF l l

Yes ГЧ

l)сri, ldicit_r ll j' 11lц1 illg illspcctitrtl :

1.2 Is this product natural11,oIt the nlarkct in the exportirig country? Yes

(ilthc апsш,еr to 1.2 is Yes. con,.itltle is ч,ith Qurэstion 2А & onlit question
ccltrtinue rvith qucstion 2В)

THIS сЕR:гIrlсАтЕ сONFlRмý "го тнЕ l;оK&lA,l' liEC(.)MN,tIr'!l]ýш tзY тнйцiiýLь;;й;{ffiй;N'L11.1.'l*.'

х



GЕNЕRДL I]VSRUCTION: Рl,эа5g 1.fu. to thc guidelincs 1-оr ful1 instructions hоw to cornplcte ryith fiэгrл arr irrlогrпаtiоrl
оп the imрl,эmепtаtiоп of thc scheme, Ttte forms аrе Suitable fог geneгiltiot] Ьу соlпрutегS. They stLoulcl alwa,,rs Ье
Submitted aS hard сору ш,il-h responses printed in type rаthеr hand written aclditional Sheets Shoul(i Ье apperrcled,
aS necessa{/, to accommodate rеmаrks and explanations.

ЕХРLАNДГОRY NOTES

This certificate which is in the fоrmаt гесоmmепdеd Ьу wHo, estatllishes 1hе status; of the phaгrna6etltica1
РГОduСt and of thc applicant fоr the certiГlcate in the ехроrtiпg эоuпtry, it is fоr а si.ngle ргсr(цi,1 оп[\, sillcc
manufacturin8 аrrапgеIпепts and аррrочеd infoгmation fоr dif]]eгerrt dosal;e fогms and сlif]Ъгt:r-rt St:гelrgths
can чаry.

2

4

Use, whеrе роssiЬlэ, internationeLl Nопрrоргiеtаry Nаmе (INNs) c,r national rLопрrорriеtаry nzlml]S.
The fоrmulа (ComFllete composition) of the dosage fгоm should t,e given on 1_he certificate ог Ье appencltlcl,
Details of quantitaLtive composition аrе рrеfегrеd, but t]reir provision is s;ubject tc, the а€lrе(]mепt of tlre
рrоduсt -licence holder,
Whеп applicable, a,ppend details of апу restriction applied to ttre sale, distгibution сг ad,mirrislгation c,f thc
product that is specified in the ргоduсt licence.
Sections 2А and 2Е| are mutually exclusive.
Indicate, when applicable, if the licence is pгovisional or the prcl<luct has noI yet beerr аррrоr.ес1,
Specify whеthеГ thrэ реrsоп responsible fоr placing the ргоduсt on Йе mаrkэt ;

(а) ManufacttLres the dоsаg,э forTn;

(Ь) Packages irnd / оr 1аЬе1 а dosage fоrm manufactuгed Ь1, an incleperrdent соrrlрапу ; оr
(с) Is involved in none of the above.

This iпfогmаtiоп czLn tle provided опlу with the consent of the product -licertce hоldег ог , in tht: case оj поп
-registered products, the аррliсапt . Non completion of this sectiort indical_es that tlre раrtl,сспсеrrrесl has
not agreed to inclul;ion of this iпfогmаtiоп,

5.

6.

7.

в.

lt s.hould Ье noted that infoгmation conceгning the site of production is prmt of the product licnece. If the
pгorluction Site iS changed, the lir:ence must Ье updated ог it й1[ cease to btl valic1.

10. This rеfеrs to the document, рrераrеd Ьу some nationa1 гс:lрlаtоry authontics, that suffl]Tlarizesl tlrc
tectrnica1 lэasis оп .rhich the ргосluсt has becn licensed,

11. This rеfеrs to ргосluсt iпfогmаtiоп арргочеd Ьу the competent national l,едrlаtоц. аuthогitr., such as а
sufilmary of Рrоdu<;t Characteristics (SPC).

12. In this circumstan<:e, регmissiоп fог issuing the certificate is rеquirеd Ггоm thc pгodrrct 1iceтtce hоlсlсr. This
permission must Ь<: provicled to the authonty Ьу the applicant.

1З. Ple:Lse indicate the геаsоп that tЪе applicant has provided fог not гecluestin51 registгal.ion:
(а)

(ь)

(с)

( с1)

(е)

The product has been c[eveloped exclusively fоr the lr,eatment of conditiolls-particulaгl_v trорiса1
diseases not enclemic in the country of ехроrt;

The produr:t has been rеfоrmulаtеd with а vie,"l to imprcving its stа'эilitч uпdег tгopical conclititlns,
The ргоduсt has been reforrnulated to exclude excipierLts rrot app1,oved fоr use iп рl-rirгmас,еr-tiсаl

proclucts in the country of import:
The pгodur:t has been rе]:'оrmulаtеd to meet а different :nraximum d<lsage limit for an activ<-.

ingredient;
Any оthег ::eason, please specify,

14. Not applicable mea,ns that the m:inufactuгe is taking рlасе iп а ()ountry оth,:г than tlrat issuing the ргосluсt
certificate and iпsрэсtiоп is conducted uпdег the aegis of the coltntn/ of matlufacture.
The rеquirеmепts ]Ъr good ргасl.iсеs in the manufacture and quality соп[rо1 of drugs rеfэггзd to rr: tht:
ceгtificate аrе thos,e included in thе thiгtч-sесопd герогt of the {]хрегt <:ommittccl on specificattionl; fог
рhагmасеutiсаi ргt:раrаtiопs (WI{O technical rерогt sегiеs, No. В2З, 19912, Аппех 1). I?ec:olTtmerlclal ions
specifically applicable to biologica1 pгoducts have lэcc:n fоrппrlаtсd Ьу the WHO ехрегt cclIntnittc,,: ott
Ьiоlrэgiсаl standardization (WHo technical rсрогt series, No. 822|, 1992, Annr:x 1).

Tlris; section is to br: completed w1-ren the product-licence hоldег оr applicant сопfоптs to Statuý; (Ь) ог (:) as
described in note 7 above. It is of раrtiсulаr imрогtапсе whtln foreign ()опtгасtогs аrс invrllvecl in the
manufacture of thcl рrоduсt. In l_hese ciгcumstances the applicant shoutd supply the сегtifуi:зg authoгity
йthL iпfогmаtiоп to identify the contracting рагtiеs гesponsibie 1]сlr each stage of manufacturc of the finishccl
dosrrge fогm, and ttre extent and паtuге of any сопtrоls exercised очеr each tlf these partles.

lб

15.



CERTIFICATE OF PHARMACEUTICAL PROD]UCTS

No. о Г Certi fi cate: НFW-Н ( D R.LJGS ) 427 l 0 5 l2l -з | 5

Valid uр tcl 22/02l2024

Ехроrtiгlg (ceftitl,,ing) Соuпlг\, : lN[)L\

inrporlirlg (гесluеl;tiпg) Ссlulltг1. : C HILtj

l. [)rорriеtаrу NaInc ([ГаррIit:аЬlе) апd Dоsадlеs Гсlrпl оГРrоduсt: trNlFO1,1N jiO

Lеuсочоriп Calcium lпjссt,оп LISP 30пlg/ЗIпl
Active Iпgгеdiепt (s) апd аll1оuпt реr tlnit dose Each rnl cont.tills:

Leucovorin calcium usp
Eq. to Leucovorin l 0пrg
ЦIаtеr 1'оr Iп.jссtiоп USI' q.s

1,1, IsthisproduotislicensedtobeplacedorrthemarkctfbruseinexportiligcorTparr1,?

Yes No Not applicablt:

1.2 Is tIris pr()dt|ct ItaturaIlr

(ilthe ansrvcr to 1.2 is Yes.
continue rvith question 2В)

2д

on tlre market in the exptltting coutitry? Yes

cotttit-tue is rvith Questiorr 2А & ornit question 2В

l. Ргоduсt Licerrse & r:

мв/05/255.2зl02l2

2. Рrоduсt Licetlse liolr
1,Irrited []iotech Pvt.
Bcrgbania. Bacldi-Na

З. Status ofapplicant а

c.ttegor,\,as deljne iа [-<<

4. Pcrnrission letter по,
Is ап approved tесlrг
Ycs Г--_l Ncl

5. Is tlrc attached ofllci
In]ilrпratioIi conrp let
Yc's_ No-L

6. Дррliсапt lЬr certifr
[.icense hоldсr (пап

[)ocs the ccrtifi,ing authority аrrапgе

Pcriodicit1, of rtiutinc inspeotitln:

Аdсlкqя ql
Фffiсе of lеr
Liceлýi trolling Аulhогitу

rtrпепt. Himachal Рrасl*sh

r73эOý {1l"P.} tпdia

п
DХ r" t] unkrror,'tl [_]

& iI'ansrver is to l 2 is rro. onrit tlrc questioIr 2Д atrc

[]

Appliclrnt IЬr certi ilr:ate
(Narne ,&, Address)

Status rlfapplicant аЪlс (ke1
categol),as dеllпс iг поtс)

ц?- i_]
t_]
i-l
t_]

t'оr periodic inspectiolr ol'nlantltacturing plant in rrtich thе c,osagc 1ьrrп is 1lrоilutеd'?

Trvice in а 1еаг l==з f-]
I las thl: lllапul'асturег o1-tliis tl,pe ol'drlsago lЬrlпs Ьееп inspccltecl? Ycs

Г)сlсs the fhcilitl,and сlреrаtiоп cotllirr:rr to СМР as гectlltlltlettded bу the Ч,/оrld Hea|th ()rganizatitln?
Yes/No/Not аррliсаЬlэ Y., lE'I хо Г---] -Not 

appJicablc f]
Does the iп|tlrпtаtiоп subrrlitted bl,thc applicant satisli the certil,ving Authorilr оп all aspects оГthе пlапuliсtLrгег tll

Itjarnc с:i th,l .lý!hагiz!дg pprýf.}I]_:

Sigпаlurс J- : '

Fl*''"** ?3 0?.?0?]
" _ ]a4AI,JlfHKApOcý{)Stilmp &, D,''ВЁрUтч l)RUGý сФNтRэ1_1 Et

-CUrn*l}ýt:ýýlHЁ &UTH0l{l i \'
0/t ýТеТ]ý ýRUý{i ýфN]'Kt}Ll"ýft

*B8Qýl,ý ýI8Laý,l}4!L LlJ] ::.1ý{ { +
Е marl d;саhtlФýmаil.аrЙ --

в \,,r, l l р tidt&}rp1 t, 06LT H.{2ýq А N t ZA, l, I ( ) N

& clate oI'Issuc.
)212l

liolrJcr (папlе апd add.)

'vt. Lill1ited
-Nalagarlr ltd.. I)isst - Scllan. -.IlP

пt а/Ь/с (kev irr applopriato
пе i t lrotc)

Ь Г-l с Г-l
,п0,

:chr: ical sutlllllarv appcnded?

iicial ly арргtlчсd product
plete and collsoIlallt r..",ith thc [.icense
о т---1 Not prrlr ided

><i
rtif rcate. i f di fl'erent fionl
ttante&add.):SAi\4E

.Г-] h __l . Г]
3. Why ir; authorization lackin

Not Rt:quired

Not Rccluired

LJnder consideratiorr

Rcftrs эd

4. Renlal,ks:

! :.\ ч}.Ьtl
коасt;'ф}ц;, Бlф1

., ;,:--.'*-,Ё '1l
, .:,:jаlfr"

TtlIý CER,TIF{сАтЕ cONF]iRMS т() тнS F,ORI\iA,I' R};C()tttмýNl)[I)

3.

з.l

з.2

з,з

1.

Heдlth



(]ENERAL INSRUCTION: Please rеfеr to tJre guidelines fоr full instrr-rctiorts how ttl ccrmplete with fогпr aIl infonTation
оп the implementation of the scheme. The fоrms аге suitable for generation Ьу соrrрutегs. They slrorrlcl alrvays Ье
submitted cLs hаrd сору п,ith responses printcd irr ýре гаthеr l-rand wrj,tten additic,nal sheets shoulcl iэе appenclecl,
aS песеSSаrу, to accommodate rеmаrks and explanations.

ЕХРLАNЛТОRY NOTES

2.

.1_

4,

5.

6.

7.

8.

This certificate wh:ich is in the fclrmat recommended byWHO, c:stalэlishes :he statu:; of the рhzrrmасе:tiсаl
ргоduсt and of the applicant fог the сеrtiГrсаtе in the ехроrtiпg country, it is fоr а singie ргоdlLсt only sincc
mапufасtuгiпg arangements an.d арргочеd iпfогmаtiоп fог difГеrепt dosa]]e forrns and сlifГегr:пt Stге]lgths
can vary,
Use, where possible, internation:i1 Nопрrорriеtаry Name (lNNs) clr nationa1 trопргорriеtаrу nilmeS,
The fогmulа (Com1>lete compositi.on) of the dosage fгоm should tle given оп thе certificate ог Ье zLpperrcl,эcl.

Details of quantitative composition аrе рrеfеrrеd, but thеiг pl,ovision is l;ubject to thr: аl4ге,эmепt cf thе
рrоduсt -licence hrllder.
When aPPlicable, :rppend details of any restгiction applied to th.e sale, distгibution clr асlmil:ristгаtiоп llf the
ргоduсt that is specified in the р:гоduсt licence.
Sections 2А and 2I] аrе mutually,exclusive.
Indicate, when apF,licable, if the1icence is provisional ог the prrrrluct has notyet beerr арргоlrеd,
Specify whеthег the реrsоп respclnsible fоr placing the ргоduсt cln t}re mаrkеt ;

(а) Manufactrrres the dosage forTn;

(Ь) Packages ilnd / ог 1аЬе1 а dosage fоrm manufactured b]r an indepel-rdent conlpan}, ; оr
(с) Is involvecl in none оf th,e above,

9 . This iПfогmаtiоп cirn Ье provided only with the consent of the pT,oduct -1icelrce hоldег ог , in the casc оГ rrolt

-rеgistегеd produc,:s , the аррliсzrпt . Non,completion of this sr:r:tiorr indicates that the partlr с()псеrr-lсtl hzrs
not аgгееd to inclusion of this iпl'огmаtiоп.
It should Ье noted that infonnation сопсеrпiпg the site of pгoduction is раrt of the ргоdu<:t 1ir:nece, lf tl-re

production site is c:hanged, the licence must 1эе updated ог it wi11 cease to Ьэ valid.
10, This rеfеrs to the document, рrсраrеd Ьу some nationa1 геlрlаtоry authoгities, that s,unrmarizel; the

tec]rnical basis on whiсh the protluct has been licensed.
11. This rеfеrs to рrоlluсt iпfогmаti,оп approved Ьу the competent national геgulаtоlr au,thorit.,,, suc:h as а

surxmary of Produr:t Сhаrасtегisltiсs (SPC).
12. In this сiгсumstапrэе, permission fог issuing the ceгtificate is гequired frоm the ргос1,_rсt ].icclrce hоldег. Thrs

реr:missiоп must Ье provided to the аuthогitч Ьу the applicant.
Please indicatc the rеаSоп that tlre applicant has ргочidес1 fог пс,t requestin1; rеgistrаLiоп:
(а) The Produ.ct h:rs Ьееп cleveloped exclusively for the t]]eatment о{ conditiorrs-parbculirrly tгсрiсаl

djseases not enrlemic in the country of ехроrt;
The product has been rеfогmulаtеd with а view to improving its stability unaler tгорj,са] сопditiэпs.
The ргоduсt has been r,эfогmulаtеd to exclude excipients not арргочеd fоr use in pharmacetltical

ргоduсts in the country of import:
Тhе product has Ьееп геfогmulаtеd to meet а different rnaximunr d,)sagc limit fог ап a(live
ingredie nt;
Апу оthег геаsоп, please specify.

14. Not applicable means that the manufacture is taking рlасс in а lэоuпtry оttrеr tlran that issurn1; the 1lгсrсluс:t
сеrlifiсаtе and inspection is conducted uпdег the aegis of Йе cclr-rntry of mа:rufасtuге.

15. The геquirеmепts fоr good ргас[iсеs in the manufacture and quality сопtгоl of chrrgs геlёгтс.d to irr tlrc.
cerlificate afe tholje included irL the thiгty-second rерогt of the ехреrt l:оmmittе,э on sllccilications fог
pha,rTnaceuticai рrrэраrаtiопs (WHO technical rероrt sегiеs, Nсr.82З, 1992, дппех 1). Rer:orlmcndatiorrs
Spe,эifically applica.ble to biologi,cal products have been formulated Ьу ,-he WHO ехреrt c()mmittee ol1
biological standardization (WFIO technical герогt series, No. 822, 1992, Annex 1).

l6, Tiris Section is to Ье conrpleted whеп the product-licence holder оr applicant conforrTts to Stzttus (Ь) ог (с) as
dеs,эгilэеd in note 7 above. It is; оf рагtiсulаr imроrtапсе whrэn I'огеigп ]опtгасtоrs агс invc,lvecl irt thc
manufacture of thr-, product. In these сiгсumstапсеs tl-re applicant should supply 1.he certifvirrg аutLогitу
witlr infor.nation to identifl,the с,эпtrасtiпg раrtiеs responsible fоr eirch stад;е of mапuГасturt: o]'the fir-rlsl-rccl
dosage fогm, and t]re extent and паtuге Of апlr сопtгоls exercisecl очrэг еасh cf these рrагtiеs.

1.

13.

(ь)

(с)



No. of certificate
Valid up to

CE'RTIFICATE ОF PHARMACEUTICAL PRO,DUCTS

нF\е,-н (DRUGý) 427 /о5/21,-вв
22.02.2024

Ехроrtiп8 (certiýing) coutntry : INDIД
Importi,ng (requesting) Country : СНII.Е

IFOMID 500
Ifosfaпride fоr Injt:ction USlP 50Orng

Each vial containing:
Ifosfaпride USP....,....... 500 mg

1.0 Ргорriеtаry Name (If applicable) and Dosages fоrm of Product :

Activеingrеdiеnts(s)andаmсuntperunitdose

(If the апswег 1:о 1.2 isyes, cclntinue with Question 2А & omit Question 2В & if апslwеr to 1 2 is No, omit tlre
Question 2А and continue with Question 2В)

Is this product is licensed to Ье placed оп the mаrkеt fоr use in ехроrtiпg country?
Yes 

Х 
No 

П 
Not applic:able 

t]
Is this ргоduсt naturally on ttte market in the exporting country? Yes tX I\" Г-l Unkttovln t_]

1. Product Licc:nse & date of lssue.
мв/05/255, о8/о3/2о21

2. Product Lice:nse holder (Name and add.)
United Biotc:ch (Р) Limited
Bagbania, Baddi-Nalagarh Road
District-SolaLn (НР) 174101 India

3. Status of applicant а/Ь/с (key in аррrорriаtе
Category as define in note)
а lБQ Ь Г---_l " []4. Регmissiоп letter no.
Is an аррrоvеd technical s,цmmаry appc:nded?
Yes Г-__l шо Е Ncrt provided[]

5, Is the attached officialiy approved product
Information complete and <:onsonant wil]h the
License

6. Applicant fоr certificate, if <lifferent frоm
license holdc:r (name & add,.) : SАМtr

1. Applicant fог certificate
(Name & Ad<lress)

2. Status of ар;эliсапt а/Ь/с (key in аррrс,ргiаtе
category as <lefine in пtltе)

2в

J-z

1э

"[],[] "[]

3. Why is authclrization lаэkiпg?
Not Required t]
Not Required t-l
Uпdеr consideration f-l
Refused Г-l

4. Remarks:

Does the certiýling authority ilrrапgе for periodic inspection of manufacturirrg plan,: irr whiс]э the drэsаLgе fогrr, is

Регiоdiсitу of rclutine inspectirэn: Once in а уеаr.

Has the mапufасturеr of this type of dosage fоrms been inspected? : Yes Е] шо Г-f
Does the faciliqy and operatioIr сопfоrm to rЭМР as recommended Ьу the Wоrld Heatth Orgarrization?

Yes / No / Not applicable yеs l*Ч'l No f] Not applicabt. f-]
Does the iпfоrпrаtiоп submitt,эd Ьу йе applicant satisfy the сегtifуiпg дuLthоritу оп all aspec:ts of the
mапufасturеr c,f the ргоduсt? Yes l-<'1 No if no e;Kplain t-l

Address of the rэеrtifчiпq authrэritv Nаmе of the Authorizing пегsоп:
Оffiсе of the State Drugs Сопtrоllеr
Licensing Аuthrэгiф Sigпаtuге
Health & Fаmil,у Wеlfаrе- Department,

Sai Road, Baddi, Distt r,тдii

THIS CERTIFICATE СОNFIRМS,ГО ТНЕ FОRIИАТ RECOMMENDED BY ТНЕ WORLD HEALTH ORGAI,IIZATION



с:ЕRтIFIсА:гЕ оF PHARMAсEUTICA,L PROD[JCTS

Is this prrэduct is licensed t,э

х 
N,э

Exporting (сегti11 ing) Соtlпl.r1 : INI)I/i

importing (rcqrresting) Соrrпtц, : PE.RlI

ProdLrct: ONCOl'LtIO1l250
Fluоrоurасil lIrjection USP 250rng

: l:aclr Iltl cotlIaills:

lrluorouracil USP 50mg
Wаtеr f-оr In jer:tion LJSP q.s.

t,э Ье placed cln thc market lьr tlse ir-r exportirrg сопlрап1,?

[]
Not аррliоаЫе l_]

1.2 IsthisproductnaturallyoIrtlrcrnarketitrtl.eexportitigcountry'? Yes

(iГthеапsrvсrtо 1.2isYes,corr,,it-tttcisrvithQtri:stiorr2,A&clnritquestion2B&iГansrveriskl I.2isno.oIтritthequcstion2Дarld
corrtinue rvith question 2В)

2,л,

DК r" П unkrrol,tr [_]

No. о I' Certi llcatc: ll I.,W-H ( DI{LJGS ) 427 /05 l 2 \ - l 91

Valid up to :2210212024

l. Рrорriеtаrу Name (IГаррliсаЬlе) and Г)оsаg,:s iогrrl of

Active Ingredicnt (s) and arlloullt рсr unit dtlsс

Product License & date ofIssue.
MlB/05/255. 2зl02l2l

Product Licetrse hоldеr (rrante and acld,)
Urritcd Biotech l)vt. Linrited
BagbaIria. Baddi-Nalagarll Rcl.. I)issr. StlIaIr

SIltlrls tll'upplicant а, [r с {kcr ilr аррrорriаtс
categor},as dеIlпе iп поlе)
а [= Dг*_l

4. Pcпnissiorr letler no.

с г-_--l

Is arr approved technical summаrу ap,pcnded?

5, Is illc atlaclred оIliсiзllу apprtlvcd prcrdttct
Iпlilnnatiorr cotrrplete alrd cotts<lnant rvith the License
Yes_ ),itt-_ Not nroridcdL| ,<]

6. Дррliсапt tilr certilicate. iГdill'сrспt fiorn
Liccnse hоldеr (папrе & add.) : SAN{E

Does thc cerlilTinp. autIlori
Ycs

м- ',-.,--"" -| 1Nanle /t Асldгеss)

| '. ',.'u, 
rrt'llpplicarl! аЬ с {kc_i it,;tppгrrplittt.

| 
саtевоrч as tlcfilte ill n()lc)

|,, г] 
h |_--l . f-]

l J. Ц'lrr is autIltlrizatitlll lirckirlu'.'

I Nllr l{e quired 't_]
I

| 
*., l(,:qrlircd t_ l

I Ull.Iсr c()Il\idcrilti()l] t_]
I

I 
Kctirs,:.l t--l

I

| ' 
l(cnlrгks:

2в

з.l

з,2

з.3

il,ving autIlorit1, arTallBc lЬr реriоdiс ilc lnspcctioI1 о1 пrarttttactuгirtg plant iп rvhich t|re dosagc tЪгrll is 1lrotlrrce1'пtarttttitct hich tlre tЪгrl

t-<<l
Perilldicit1, оГrоtttiпс inspection: '|',,r,iclэ irr а л,саг l==з f-_]
IIas tlre пlапulirсturеr оf tlris type ol'drlsagc 1ЬrпTs beert inspcctcd? Yes

Name g|1hr, $д_lМjgЦс ýсгý{]п:
trоllеr

r(}lliпý Au1ht)rit_y ýigпаtuгс

Docs the tacilitl'and crpcratiott corrljrtlr to GМР as reconttnctldcd b5,tlle Ц'tlrld Health ()rganizaticrrl?
YesiNo/Not applicabll yes l=Kl по Г---_l -Not 

applicab1c Г]
Does the intbrrnation l;r,rbrnitted Ьу the applicant salisli,the сеrtit),iпg Autl,roritv on all aspects o['thc пlапtllасt1_1гег clf'tltc

rt:n*tll, HimBchirI Рrвсlеsh 0ri ,l1 4пlr{J.t,{,cUll
Sпi Rrl;rcl; п, l73905 {}{.Р.} Incli* , i |.lлIчljзп \ý.rut_Jфt}Sti|mP 8й D"bEpL,t\ l}ftuGý CONTRr)l_LE i.

,аЦпъLlýi;ýýlýG AUTHOrilTY
0/* ýТАТ]; ýRUýti *OilТкi)Lt"ЕЁ
ýёЁцд!шýý_t ýiф!фн, н Jl,-,l } 3.? _{ 1

*,Уrgi1 d*c,{h р@ g m*ll, t{]rr1
THIý сýR,гIFIсАтЕ Ct)NF] RMS ]"tJ 1,нЕ F()кl\1ý,г lifiC()Mli,lL;Nl]ED r:tY т}{Ёhццýьýl$ваLтýft*ýдNl;ь\.гltlгi

Асidrеss
OJlice of

l.|.

Yes

Health



GENERAL I]\SRUCTION: Please rеfсr to tlre guidelines fоr fu11 instгuctions lrolv to complete rvith fопт, arr irLfonnatton
on the imPlementation of the scheme. Tlre fоrms аге suitable fоr generation bv соlпрutегs. Tlrey shou,ld trlrr,:ry.s Ье
Submitted a.s hаrd сору with геSропSеs ргiпtеd in tl,pe rаthеr hand written additicnal sl-reel.s sttou,,cl 1lс appe;-rdecl,
aS песеssаrу, to accommodate rеmаrks а:пd explanations.

ЕХРLАNЛТОRY NOTES

)
з
4

5.

6.

7.

8.

This сегtifiсаtе wh:iсh is in thе fclrmat recommended Ьу WHO, establishes l_hе statur; of thе phzrrmacel_rtica]
product and of the applicant fоr the certificate in the ехроrtiпg country, it:,s for а single prclduct onll,since
manufacturing аrrапgеmепts an,d approved iпfогmаtiоп fоr different dоsаiзе forms ar-rd difГегt:пt stгe]lgths
Can vary.
Use, where possible, international Nопргоргiеtаry Name (INNs) оr nationa1 trопрrоргiеtагу ni]mes.
Тhс: fоrmulа (Com1l1ete compositi,on) of the dosage frоm should Ье given on :he certificate оr Ье zLpperrc1,:d.

Details of quantitative composition аrе рrеfегrеd, but thеiг provision is l;ubject to the аlуеrзmепr cf tlrc
product -licence htllder.
When applicable, :rppend details of апу rеstгiсtiоп applied to the sale, dist:itrution сlr admil-ristгation сlf the

ргоduсt that is specified in the р:гоduсt 1iсепсе.
Sec:tions 2А and 2I3 are mutually, exclusive.
Indicate, when appllicable, if the licence is provisiona1 ог the product has not yet beeTl appro,zed.
Specify whether the регsоп геsропsiЬlе fоr placing the ргоduсt оп the mаrkеt ;

(а) Manufacttlres the dosage fогm;
(Ь) Packages and / ог 1abel а dosage fоrm mапufасtuгеd Ьу an indepelldent соrrlраllч; ог
(с) is involvecl in попе of the above.

This information ciln Ье ргочidеd| oniy with tlre consent of the ргоduсt -iice;:rce hоldеr оr , in tl-re case оГ non

-re;gistered products , the appliczrnt . Non -completion of this section indicates that the part]I c()ncernerl has
not аgrееd to inclusion of this iпlогmаtiоп.
It should lэе noted that irrfoтrnal-ion сопсегпiпg the site of production is рагt of thc, produr]t 11cnece. tf the
production site is t:hапgеd, the licence must Ье updated оr it will cease to Ье valid.
This rеfеrs to the document, ргераrеd Ьу some nationa1 геgulаtоry atLthorities, that:;unlmarizes the

tec]hnical basis on rмhich the рrо,luсt has been 1icensed.

This rеfегs to рго,luсt inforTnat:ion аррrочеd Ьу the competent national геgulаtоrу authcrгiti,, such as а

sulnmary оf Product Сhаrасtегistiсs (SPC).

12. In 1.his circumstance, регmissiоп, fог issuing the certificate is геquirеd fгоm the ргоduсt-Iiсе:псс: hоldег. Tlris
permission must Ье provided to the аuthогit1, Ьу the applicant.

1З. Pleraseindicatetheгeasonthattheapplicanthaspгovidedfoгnotгequestingregistratiol-t:
(а) The prodr_rct has been ,leveloped exclusively fог the treatment о]' conditions раrtiсulагl],, tгсrрiса1

diseases not endemic in the country оl'ехроrt;
The рrоduсt has bcen rс:fоrmulаtеd with а view to improving its stability uп<lеr tгорiсаl conclitions.
The prodtLct has Ьееп reformulated to exclude excipients not approved fоr use in ph:Lrrnaccl:tica'l

pгoducts in the country of imрогt:
The pгoduct has been rеfогmulаtеd to meet а different maximum dosage limit fог art at:tivc

ingredient;
Any оthеr геаsоп, please specify.

14. Not applicalэle me:tns that the manufacture is taking рlасе in а country оt|сг tlran tl-rat rssuLin11 tlre ргrlсluсt
certificate and ins;lection is conducted uпdег the aegis of the countIry of mапufасturtl.

lб

Thc: геquirеmепts fоr good ргасtiсеs in the mапufасturе and quzrlity corttro1 of drrrgs геГеггrэd to il-r thc
cer[ificate аrе those included in the thirty-second героrt of the ехрегt committee on s])eciГicatiors fог
ph:rrTnaceutical рrераrаtiопs (WHO technical rерогt series, Nо.82З, 1992, Дппе>: 1). RecolTLmendt,.tions
specifically applicable to biologica1 products have been fогmulаtеd Ьу the WHC) ехрегt comlnlLt(:e оп
bioLogical standardization (WF{O technica1 rерсlгt sегiеs, No. 822, 1992, Апr.ех 1).

This section is to L,e completed цlhеп the pгoduct-licence hоldеr ог applicarrt confoтTrs to stiltus (Ь) ог (с) as
dеsсгiЬеd in note 7 above. It is of particular imроrtапсе when Гоrеigп сопtrасtс|rs zrre involved ill tlre
manufacture of the ргоduсt. In these circumstances tlre applicant shoulcl supply tlre cerl.ifving .lut'Iroгitv
wit-h infoгmation to ident-ify the contracting parties responsiblc fоr each stalle of mапufас:turе оГthе finished
doslage fоrm, and the extent and паturс of any controls exercised oveT each of t'hcsc 1lartics.
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No. оf Certificate
Valid up to

CERTIFICATL ОГ PHARMACEUTICAL PRODUCTS

нFlй/-н (DRUGS) 427 /о5/2I-gз
22.02,2024

Exporting (certifying) Cotrntry : IIr.DIA
Importing (requesting) Соuпtц,: SYRJД

IFOMID 1,0
IfosГamide fоr Iniection USP 1.05g

Еасh vial contaiIring:
IГosfamide USP....,,.....,,.,......,, 1,О g

1. Applicant fоr ceгtificatr:
(Name & Address)

2. Status of applicant а/1>/с (key in арргrэргiаtе
category as define in пэtе)

Ргорriеtаry Name (Il applicable) and Dosaiges form of Ргоdцсt ;

Active ingredients(s) and amount реr unit dose :

Is tlris рrоduсt is licensed Lo Ье placed on the market fоr use in exporting country?,

."": Х 
No 

Гl 
'T,{otapplica"-Ё

i:.,:]:r*'""',."1r:1'', 
оп the mаrkеt in the exporting country? Yes ж ,u. Г] Unknown [](l1 Lne answer tо L2 rS yes, continue with Question 2А & omit Question 2В & if answer to l .2 is Nrэ, omit thclQuestion 2А and continue with Question:2B)

1, Рrоdчсt Lic,ense & date of Issue.
MB/o5/25t,, оs / оз / 2о2I

2. Product Liсrэпsе hоldеr (Name and add.}
United Вiоtrэсh (Р) Limited
Bagbania, Etaddi-Nalagarh Road
Distгict-Sol:rn (НР) 1741О] India

3. Statuý of ap,plicant а/Ь/с (key in аррrорriаtе
Category as deГine in note)

i l-r<r Ь Г---l . г]4. Permission lеttег по.
Is ап аррrо,rеd technical summаry appended?

5, Is the attactLed officially approved рrЙТ
Iпfоrmаtiоп complete and t:onsonant willh the
License

. I"",Г_lл *о 1,.__l Not provideciE<
б. Applicant Гог сегtifiсаtе, if tliffегепt frББ-

license hоldс:r (цаmе & add.) : SAME

Address of the gегtifчiпg аuthодLry
Оffiсе of the State Drugs Сопtгоllег
Licensing Authority
Healt-Ir & Fаmilу Wеlfаге- DepaLrtment, Himachal Ргаdеsh

Name оf the Authorizing ц)rsоп:

Sigпаturе :

My;,
Stamp & Date :

2в

t-_-l

з.1

з.2

а2

Ёi f,iдi?

3. Why is authoгization lacking?
Not Required t-]
Not Required t--_l
Uпdеr consideration t--_--l
Refused

4. Rеmаrks:

Does the Certiflrigrg authority (trrапgе fоr pe,riodic inspection of mапuГасturiпg planl- in whiclr the dosage fоrm

Periodicity of rc,utine inspection: опсе in а уеаr.

Has the manuf:rcturer of thiS Lype of dosage fоrms been inspected? : Yes EJ Nc, Г-]
Does the facilit1, and operatiort сопfоrm to GMP аý recommended Ьу the World Health Organization'P
Yes / No / Not a,pplicable

Does the inform,ation submittc d Ьу the applicant satisф the certifying дuthority on llll aspecls of thrэ

THIS CERTIFICATE)CONF,IRMS ТО ТЙЪ ГОПМДТ RЕСОЙffiЕАLТН ОRGАТЙ]ПОN-

Sai Road, Baddi, Distt

,.,-,i .:.]



,./l,]

GОЧЕRШМlrNТ ОF HIMACHAL PRADESH
Health Во Famlly lVglfаrе- Department, Hlmachal Pradesh

сýRTIFIсATE (}F PHARMAсEUTIOAL PRoDUOTý

; LIFW-Н (DIiUGS) '+27105/2|-36l ExporLitrg (certiГyirlg)CourLlly : iN]_"ll/r
: 22,О,,2.2024 lrпрогtiпg (lэquerlting) Соuтrtгу: PIrNAMA

Ргорriсtаry Narne (If applic.rble) апd Dosagps fоrm of Prclcluct ; UNIBLASTIN
Vinblastine Sulfal,e Injectitln I0пlg/ 1Oml

Active ingгedients(s) and аmоuпt рег utlit riose ; Each ml contains:
Vinb]astine Sulfalrc USP...,....,....,,.,..,... t . О mg
Sodium Сhlогidе USP......,...,......,..., ",..9.0 lпg
Benzyl Alcohol Вr'..,...,..,,,,.....,,,..,.,. ,,.0 .|,)о/о v f v
Wаtеr fоr Injectiolrs iЗI)........,......,... ....q.S.

1.1 Is this product is licensed to lэе placed on the rnarket fог use in ехрогtiпg countiy?
Yes 

Ж 
No 

t] 
Not applicable 

t]1.2 ls this product naturally on the rпагkеt in the exporting countly? yе" 
lx

, of Ссгtifiсаrtс
1id rrp to

1.0

(If the апswеr to 1,2 is yes, contitrue with ()uestiorr 2А & omit Question 2в & if апýwеr to 1.2 is No, olзrit ttre
Questiorr 2А arrd continue ,"vith Question 2В)

No [] u;nk:rownt]

арргорrIаtе

2в
1. Product License & date оГIssuе.

мв/о5/255,, 26 /о2 /2о2|
2, Product License hоldег (NalTre and add.}

United Biotech (Р) Limited
Bagbania, Baddi-Nalagarh Road
District-Solan (НР) 17аlО1 Indi:r

3, Statrrs of applicant а/Ь/с (J<ey in appropriate
Category as rlefine in notc)аlЖ ЬГ*--l "f:]4. Permission lеttеr rro,
Is an approved tcchrrical sllmmaly apperrded?
yes Г--l No БЗ NoL providedf:]

5. Is tlre аttасh,эсl of{icially арlrrочеd ргоdur:t
Iпfогmаtiоп r:omplete and consonant with thc
License

1. Applicarrt fог ceгtificate
(Name & Address)

2. Status of applicant a/lэlc (key
categoly аs define il-r ncte)

.).

3,1
]l

J,z

.)..)

lэу the applicant ýatiýry the certifying Authority оп il1l aspectý of thl:
Yels Г=К No г*.**l if no explain t_l

"гl ,гj "[]
З. Why is authorization laclking?

Nol Rеquiгссl f:*]
Not lleqrriгcd f**]
Under cotrsideration f-.*l
Refused f----.l

4. Rеmагks;

Does the certifying authoгity arrange fог регiоdiс inspectiorr of mапufасtuгiпg pl:rnt iп whiclr the dclsage fol,m is

Periodicity of rоutiпе inspection: Опсе in а .уеаг.

Llirs the mаrrufаLсtuгсг of this type of dosagc: fоrms becn irrspected? : Yes ГХ| Nc, Г_-]
Doc:s the facility'and ореrаtiоп. conform to GМР аý rесоmmепсiеd liy the World }lealth Organization'?

Yes / No / Not applicable

Dоеs the information subrnittcd
mапцfасturег of the product?

Ad_dress о:Г certil]yinq authori ty 1 Narne of tlre AutLrpIizinq в]гsоп:
S tate Dп"r g Corr 1"rоllеr- Cunr- l,ic:en sing Arrthclгity
О/о State Dr-ug Сопtrоllег Signature :

Stamp & Date :

THIS cEItllFIcATDCýNI{I*MS то тнЕ FoIt}y{AT RECOMMENDED By TI-IE WoRLD ]JЕдLтн ORGAN_Izr\TION
(G DI\ EIiAL I NSTR]UCTION AND EXPLANATO RY Nо,гtrS Аl,гАс Ilвг})

yes Г----l NоГ---] Not рrочidесlЕЗ
6. Applicant fоr certificate, if differ.ent frоm

li9ense hоldеr (name & add ) : SAME

Health and
Baddi,

-....]];!'
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.) India
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