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HEYERO (UNIT-ll E.O.U) |
“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad - 500 018. Telangana, INDIA.
Tel: 91 -40-23704923/24/25, Fax : 91 ~40-23704926, 23714250
e-mail : contact@heterodrugs.com URL : http//www.heterodrugs.com
) CIN: U24110TG1989PLC009723
. .CERTIFICATE OF QUALITY
CEPTU®IKAT SKOCTI
Certificate No.: Pagelofs
Ceprugixar Ne: 03FP20002012 CropiHka 135
Productname: rBRINFIN , Manufacturingcountry: India
Hassanpoxyxuii; BFIHOIH HAepxasa-sapobunk: | Innin
Pharmaceuticalform: | Film-coatedtablets S mg
Jikapcrka popma: TaGIeTKH, BKpPUTI HAiBKOBOO o6ononxoro, no 5 mr
Strength/potency: 1 tablet containsFinasteride Smg
Cuna ni/axruenicrs: | | Tabserka micrurb hinacrepuny 5 mr
Type and size of 15 tablets in a blister; 2 blisters in a cardboxwith Ukrainian languages
packaging: '

labeling

1o 15 Tabnerox y Onicrepi; mo 2 Oaicrepn y xopo6ui 3 KapTony 3
MAPKYBAHHAM YKPaTHCHhKOI0 MOBOX0

BatchNo.: BatchSize: packs

Cepis Ne: £200690A Posmip cepii: <106 YRaKoBOK

Mfg. Date: ExpiryDate:

Hara Bn ofHuNTBa: 04/2020 puparauii no: 032023

RegistrationCertificate: Valid upto:

Peecrpaniiine NoCBiNYeHns: UA/17517/01/01 HMiticae no: 22.07.2024

Manufacturer name: Hetero Labs Limited Man. License No.: '

Halimenyganus BHpoGuuKa: | Ierepo Ja63limiTen Bup. minensis Ne: | *2/RR/AP/2001/F/R

Location: Unit 11, FormulationPlot No 22 - 110 IDA, Jeedimetla, Hyderabad, 500 055
Telangana, India

Micuesnaxomxenns:

KOnir 101, DopmyneimulInor No

22 - 110 A, Moxunimerna, Xatinepa6an, 500 055

Tenanrana, Innis

SMDC Conclusion onc

Onuc

onfirmation of GIV[P CertificateNo.: validity;
s 3 it . vou . . O
Bucrosox mopo TIXTBePIKEH H cepradikary HBIT JIJXCNe: 129/2020/C-339 TePMIHAIT: 03052021
Analysis procedure results
_ Pesynsratu nposenenns aHanizy

Sr.No Test/ Specification /Honycrumi Me?!(i Result /
Nes/n| Mokaskuk sxocri Release./ Shelf-life / . Pesynprar

i anBH”yCK’y HaA Tepmin NPpUAATHOCT N

I | Description Blue colour,

round film coated tablets,

| Blue colour, round Film coated
‘H’ on one side and ‘37’ on

debossed with tablets, debossed with ‘H’on one side

other side and ‘37’ on other side

Tabnerxu Kpyrnoi - ¢opmu, 6GnaxurHore Tabnerxu Kpyror bopwmn,
KONILOPY, BKPUTI nniBkoBOIO obosonkolo, 3 SnakurHOro KONLOpY, BKPUTI
Hanucom «H» 3 opnoro Boky i «37» 3

TUTIBKOBOKO obononkow, 3 Hanucom

«H» 3 ogHoro Goxy i «37» 3 iHworo
Goky.

IHWOro Goky,

Factory :22.11 0, IDA Jeedimetlg, Hyderabad - 500 055 Talan

N -~




HETERO LABS LIMITED

(UNIT-II E.O.U)

“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad - 500 018. Telangana, INDIA.
Tel: 91 -40-23704923/24/25, Fax : 91 -40-23704926, 23714250 '
e-mail ; contact@heterodrugs.com URL : http//www.heterodrugs.com
CIN: U241 10TG1989PLC009723

Certiﬁc?te No.: 03FP20002012 Page2of5S V]
Ceprudixar Ne: .

Cropinka 23§

Sr.No Test / . Specification /Zlonycmmi' mexi . Result / j
Nes/n | Yloxasmuk sikocri Release / Shelf-life/ Pesynrrar
. 1py BUNycKy Ha TePMiH NpugaTHoCTI
2 |Identification
Inen'mg[)ixcauiﬂ
2.1 | Method UV

The UV absorption spectrum | Not carried out
of the sample solution should
exhibit maxima at the same
wavelengths  as  that of
standard solution,

Meron Vo Y@  cnexrp nornuxanns | He nposomuTscs
BUNpoGyBaHoro PO3ynHy
TNIOBHHEH AEeMOHCTPYBaTH
 MAKCUMYMH  Tpu  Tux ke
AOBAHMHAX XBHMb, MO CcrexTp
CTAHAAPTHOIO PO3YKHY. .

The retention time of the major | Not carried out
‘| peak in the chromatogram of
the sample solution should
correspond to that in the
chromatogram of the standard

solution, as obtained in the
Assay.

Complies

Binnosinae

2.2 |HPLC Method

Complies

Meron BEPX Yac yrpumysanny OCHOBHOro | He npoBoguThcs
Tika Ha Xpomarorpami :
BUNPOOyBaHOro PO3YHHY Mae Binnosinae
BiNMOBiNaTH qacy
YTPUMYBaHHS Ha
XpOMatorpami crannapTHoro
POSUHHY, OTpHMaKO] B
BUNpoSyBauHi KinbkicHoro
BU3HAYEHHS,
3 | Water content Not more than 7.0%m/m Not more than 2.6 %m/m 7
(By KF) . 8.0 % m/m
Bmicr Bopu
(Meron K. Diwepa) He Ginbue 7,0% He Ginswe 8,0% 2.6 %
Averageweight 123.0 mg + 4.0% Not carried oyt 12425 mg
(118.08mg - 127.92 mg)
Cepenns maca 123,0 mr + 4,0% He nposogurses 124.25mr

(118,08 wr - 127,92 mr

Not less than 80% (Q) of labeled amount of Finasteride
(C23H3(,N202) is dissolved in 30 minutes,

Dissolution

Posunnenug

e%m
O™ \0kpes, 4,
> 22

He menwe 80% (Q) sin 3aABJICHOT KinbkocTi 874 S )
®iHaCTepuuy(C23H36N202) PO34MHAETLCS Yepes f(s3
: 0 xBunmn. { 3. (
Uniformity of dosage ¢

units

ang
_ { <%\ HOKYMEHTIB
: \ * 2
s S & >
Nl

Fagctory 122-110, IDA Jeedimetia, Hyderabad - 500 088 Talommens omrr o




“Hetero Corporate”, 7-2-A2, Industrial Estat

Tel: 91 -40-23704923/24/25, Fax : 91
e-mail contact@heterodrugs.com URL

HETERO LABS LIMITED |

(UNIT-ll E.0.U)

es, Sanath Nagar, Hyderabad - 500 018. Telangana, INDIA.

-40-23704926, 23714250
: http//www.heterodrugs.com
CIN: U24110TG1989PLC009723

Certificate No.: Page3ofs
Ceprudikar No: 03FP20002012 ] Cropinka 33 5 7
Sr.No Test/ Specification /Donycrumi mexi Result /
Nea/n Hoxaskuk axocri Release / Sl'lelf-life/ ) PesynbraT
. HBH BHFI!CK’)’ Ha Tepmin ﬂplﬂlaT'H'OCTI
Acceptance valye (L1) | Not more than 15.0 Not carried out 2.4
Onnopinnicrs
A030BanHNX opuaMnL | He Ginbue 15,0 He nposoaurses 24
Hpuitmansye 9HCITIO
(L1)
7 |Related compounds
Impurity-A Not more than 0 3% m/m 0.11 %m/m
Impurity-B Not more than 0.3% m/m 0.00 %om/m
Impurity-C Not more than 0.3% m/m 0.01 %m/m
Impurity-1 Not more than 0.15% m/m 0.06 %om/m
Maximum single Not more than 0.20%m/m 0.04%m/m
unknown Impurity
Total impurities Not more than 1.0%m/m 0.22 %m/m
Cynposiggi RoMinuk
Homimka-A ' He Ginsie 0,3 % 0.11 %
Homimka-B He 6inpme 0,3% 0.00 %
Homiwxka-C He Ginse 0,3% 0.01 %
Howminka-1 He Ginve 0,15% 0.06 %
Maxkcumansua He Ginbie 0,20% 0.04%
OLMHMYHa ‘
HeineHTHObIKoBaK,
JoMika
Cyma nomimox He Ginbiue 1,0 % 0.22%
8 Assay
Each film coated tablet
contains;
8.1 | Finasteride
(Ca3Hy6N,0,), inmg Notlessthan4.75andNotmorethan 5.25 4.87
8.2 (%) Labeled amount  |Notlessthan 95.0 andNotmorethan 105.0 97:4
Kinbkiche BU3HAYEeHNs
Koxna Tabnerka,
BKpYTA MiiBkoBoo
oGonouxoro, MICTHTB:
CDiHaCTepI’Iﬂ(CBH%NzOQ
) B Mr He menwed 75 | 4o Ginbies,25 4.87
(%0)Bin 3asBneno;
| Kinbkocr He MeHwe95,0 ine Ginbel 05,0 974
Microbiological ' / T
€Xamination ]
Total aerobic microbial
count: : Less than 10 cfy perg
Total combined yeast




HETERO LABS LIMITED

(UNIT-Ili E.O.U) |

“Hetero Corporaté”, 7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad - 500 018. Telangana, INDIA.
Tel: 91 ~40—23704923/24/25, Fax: 91 -40-23704926, 23714250
e-mail ; contact@heterodrugs.com URL : http//www.heterodrugs.com

CIN : U24110TG1989PLC009723

Certificate No.; ' 2012 | Pagedofs 1
Ceprudikar Ne; 03FP2000 Cropinka 4 3 5
Sr.No Test / Specification /Donycrami mexi Result / ﬁ’
Nes/n IMokasunk skocri Release / Shelf-life / Pesynurat
NPy BUnycKy Ha Tepmin npupgatHocTi

and moulds count
Test for specified
Microorganisms:
Escherichia colj:
Mixpo6ionoriuna
YHCTOTQ

3arasisHa Kinskicrs
KUATTEINATHUX
aepobuux
MIKpOOpraHismig
3arasnbHa Kinpkicrs
TUliceHeBux
APDKIDKOBMX rpubis
Creundiyyi
MiKpoopranizmy:
Escherichiacol;

Not more than 100cfy per g
9.2

Should be absent perlg

He 6inbie 1000 KVO/r

He 6insie 100 KvyOrnmr

Mae 6ytu BIOCYTHS B | r.

Less than 10 cfu per g

Absent per g

Menue 10 KYO/r

Menwe 10 KYO/r

10 Identification of
colourant

Inentndixanis

BincytHiB 1.

GapBHuKa
10.1 | Titaniumdioxide

Turany niokeuy

colour should develop
immediately.

Heraiino mae YTBOPUTHCS
3abapsrienns Big csino-

KOBTOrO 10 OPaHKeBoOro
KOJ1bOpy.

A pale yellow colour to orange

Notcarriedout A pale yellow colour
to  orange  colour
develops immediately.

He ripoonuTscs HeraltnoyTsopioerses

3abapBnenns sig
CBITNO->XOBTOr0 110
OPaHXKEBOro KONbopy.

FD&C Blue #2

The UV spectrum of sample
AluminumLake

should show absorption
maxima at about 610 nm.
Y@ cnexrp BUNIpoOyBanoro
3paska mae AeMoHCTpYBaTH
MaKCHMYMH NOrMHaHHs npu

AOBXHHI XBUNI 6Musbko
610 um.

FD&C cunis Ne2
ATOMiHIEBMH nak

10.3 | Ironoxide A red colour should develop

which does not disappear upon
addition of dilute hydrochloric
acid.

Mae yrropuTucs 3abapsnenns

Not carried out The UV spectrum of

sample shows
absorption maxima at
about 610nm.

YO crexrp
BUNpo6yBanoro
3paska JeMOHCTpYe
MaKcumym
TNOrNYHaHHs npy
DOBXWHI XBUNj
6113bK0 610 Hym.

He nporogurnes

A red colour develop?(

8%0 vhich does not
Q)
& 7yappear
xddition

upon
& of dilute
[hydrochloric acid

§ ¥7BoproeTnes

Factory 12241 10, IDA Jeedimetla. Hvderahad . 2nn nee —oo




HETERO LABS LIMITED

(UNIT-Il E.O.U) |

“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad - 500 018. Telangana, INDIA.
Tel : 91 -40-23704923/24/25, Fax : 91 -40-23704926, 23714250
e-mail : contact@ heterodrugs.com URL : http//www.heterodrugs.com
CIN: U24110TG1989PLC009723

Certificate No.: | PageSofs
Ceprudixar Ne: 03FP20002012 CropiHka 53 5
Sr.No Test/ Specification /onycrumi mexi ' Result /
Nes/n Mokasnuk sixocri Release / - Shelf-life / . PesyabTar
NPy BUITYCKY Ha TepMiH npuaaTHocTi
HCPBOHOrO KONBOPY, AKke He ' 3abapeienns

3HUKAE NpH NONaBaHHi

XJIOPUCTOBOAHEBOT KUCNOTH
posbasneno;.

HEPBOHOI0 KOJIbODY,
K€ HE 3HHKac TIpH

IOJaBaHHI
XJIOPHCTOBONHEBOT
KHCJIOTH po3basienor,

Labelling Should correspond to the MQC requirements Complies

Mapkysanus HOBHHHOBi}.‘LHOBiIIaTI/IBI/IMOFaM MKH Binnosinae

Packaging Should correspond to the MQC requirements Complies

Hakysanus TToBMHHOBI ANOBi NaTVBIMOTaM MK Binnosinae ]

I hereby certify that the above Information is authentic and accurate. This batch of product has been manufactured,
including packaging/label;

ng and quality control at the above mentioned site in full compliance with the GMF

requirements of the Jocal Regulatory Authority and with the specification available in registration dossier. The batch

processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

Lum 2 sacsioupo, Wo Hasedena suwe ingopmayis € docmos prOI0 ma mounoo. Lo cepiro npodyxyii 6yno eupobneno
(exmouaroyy naKysanns/mapkysanns) ma KOWmMpone it Axocmi na euwesasnauenisy BUPOGHUNIT dinbruyi npogedeno y
nosnIl 610n0sidnoCmi 3 Um0z, GMP, scmanoanenumu MiCYesum pezynamoprum opearom, a maxooic idnosiono do
cneyudikayii, Wo micmumeca g peec

MpayitiHomy Oocwe, IIpomoxonu 8UPOBHUYmMEQ, haxysawra ma awanisie 6yno
nepeananymo ma ecmanosneno 8i0nosionicmy GMP.

Name | B, Nageswararao,
Position of person authorising the batch release Sr. Manager, Quality Assurance
Ipissume | B, Harecsapapao,
Mocana 0cobu, ska Bunana nossin Ha Buryck cepii | Crapuunii MEHENXKeD, 3abe3nedeH s aKocTi

Signature of person authorising the batch release
Minnuc ocobwu, ska Bunana RO3BiN Ha BUTMYyCK cepif

Date of signature
Hara nignvcanys

Factory 1 22-110, IDA Jeedimetla, Hyderabad - 500 NR& Tatemmmnn
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JEPHUNKCITYIXKBA YKPATHH
AEPIKABHA CIIVKEA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHKAMM Y KHIBCLKIIA OBJACTI

npocnekT Banepis JloGanoberkoro, 51, M. Kuin, 03110, Ten/tbakc: (044) 2753030
E-mail: dis ko@dls. gov.ua, Koz €IPIIOY 37078774

BHCHORBOK
PO AKICTH BRE3EHOIO B Yxpainy nikapenkoro 3acoly
17.06.2020 Ne 27690/20/1011
bITH®IH

(Haiimenynanms TKAPCEKOro 38c06y 3riapo 3 DPeecTpaniiikmm mocsiguenam)
TabIeTKH, BKPATI ITiRKOB OO 060.10HK0¥0, 0 5 Mr 1o 15 TabreTok Y Ouricrepi, mo 2 Gaicrepn
Y xopobui 3 kapromy

{(hopuo punyeky. UCH YHAULLY, e 1LY Bt uhcapm.icm o'aacob'y) )

Howmep peectpanjiiroro roceizaenrn UA/17517/01/01 CTIPOK Lii peecTpamidHoro moceimTe sy 22.07.2024

Cepis mixaperxoro saco6y M E192348E Kinekictn nResenoro mixapcrkoro 3acofy 5700
BupoGrux Ierepo J1a6s JiMiten, Tapig
{wattveRyparmg BHPOGHKKA NKaApCEKOTO 3acoby, kpaina TOXOMKEHHES)
Beeseno B Vipainy Tosapacreo 3 06mesxernorn BignoBiTadEHicTIO "EC DAPMA", inenr.
xox: 37193045

(maiimerrysanmy ra xox 32 CHPTIOY ropumanot ocotm abo Tpiserane, iv's, HO Barekom] tismTaol
0co8¥ - mampremny, T Micke TIPOXHBAHES Ta DEECTpaui HoMep 06RikoROT KapTrY HaTaMEa
ToAaTkin afio cepis ta HOMED IACHOPTE)

IIpotoxen sisyansuoro xewrpomo Big 12.06.2020 N= 1786/1.

3a pesynnraramm ACPKABHOrO  KOHTPONIO BCTOHORAENO, 1o JUKapchKkME  3aci6  Breseno w Vxpainy 3

AOTPHMAHA
2 Pz

’ A ¥

(B TA Oﬁrpa%?

L/ wiRHAE
é&-\{_’} 5}

SMQL 34KOHORZRCTBA MO0 3a0e3NeTeHAs IKoCT] TKBPCEKEX 33C06is.

N Onexcitt COJIOIPAY

\’(‘ni.nmm) (ininiams Ta npizpeme)
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| HETERO | UN mg I
“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanathnagar, Hyderabad - 500 018, Telangana, INDIA
Tel : 91-40-23704923/24/25, Fax : 91-40-23704926, 23714250

¥ E-mail : contact@heterodrugs.com URL : hitp/fiwww.heterodrugs.com
CIN : U24110TG1989PLC009723

CERTIFICATE OF QUALITY
CEPTHRIKAT sIXOCTT
Certificate No.: Pagelof 5
Cepradivar Ne: SSlendihi. Cropigka 135
Product name: BINFIN Manufacturing couniry:| India
Haspa npogyxnii: BIHOIE Jepxana-sapoGaik: Tapia
Pharmaceutical form: | Film-coated tablets Smg
% Jdixaperxa hopmas Tabnerky, BT WiisKoBOI0 060JONKOI0, IO 5 MI
¥
i Strengih/potency: 1 tablet contaius Fluasterlde 5 mg
‘ Cruna giifarcrasnicrs: | 1 rafnerka micrars dimacreprmy 5 mr
Type and size of 15 {ablets in a blister; 2 blisters in a cardbox with Ukrainian languages
packaging: Iabeling
B i posMip ymaxonka: | o 15 ra6merox y Gnicrepi; no 2 Gaicrepn y xopobui 3 xaprony 3
MAPKYBRWEHM YKPATHCLKO0 MOROI0
Batc.h No.: £192348E Batclf S:ze:w 5850 packs
Cepin Ne: Posmip cepil: YNAKOBOK
Mig. Date; 12/2019 Expiry Datf: . 11/26022
Hara papobunnrsat punaraunii xo;
Regxstmt{?‘H Cerﬁﬁf:ate: UAATS517/01/01 V?Eld up to: 22.07.2024
Peecrpaniiine nocriguenus: Hiticue go:
Maflzfacturer name: Hetero Labs Lifni.tcd ¥ian. I:xcens.e No.: 2URRIAPLGOUI/R
Haiimenysauns sapoGanxa: | Terepo Jaba Jimiren Bup. sipenzin No:
Location: Unit OI, Formulation Plot No 22 - 110 IDA, Jeedimetla, Hyderabad, 500 055
_ Telaugana, India
Micnesnaxomxennsi: | ¥Omit I, Popmyneiimn Mror Ne 22 - 110 YA, Mxupiverna, Xaligepatan, 500 055
Tenanrana, Inxia
SMDC Conclusion on confirmation of GMP Certificate No.: 443/2017/C-944 validity: 03.03.2020

Brenorox moxo miareepmrenns cepridicary B HIIC Ne: ; Tepain il

Analysis procedure results
Pesynerara mposexenus axamisy

Sr.No Test/ RSl:l:cciﬁ;caiion / Ilonycn;t;{ilr;;};ci! Result /
. ciease 1¢li-ilie
MNes/n| Uoxasnuk srocri iy P at—— Pesynprar
1 | Description Blue colour, round filmm coated tablets, | Blue colour, round film coated
debossed with “H’ on one side and ‘37° on | tablets, debossed with ‘B’ on one
other side side and ‘37’ on other side:
AT S
Omnxe Tabmerxm  kpynioi  dopmu, Gnaxurroro | Tabrerxu - :’k})fjfi‘"fib‘i?'*‘; tl)opMH
KONBOPY, BKPHTI UIiBKOBOKO 0BONOHKOI0, 3 | BRAaKATHOIO - KOOy, *  BKpUTi
HamucoM «Hy 3 opmoro Goxy i «37» 3 | nuinkoBold oﬁonomcoxo 3 ‘Haniaoom
Pgioro. Doxy. «H» 3 oﬂjioro 6oxcy1 «37» 3 i}mmm
R=t _ I

I

R o+ el et b e S T e




O LABS LIMITE
UNIT-1Il

“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanathnagar, Hyderabad - 500 018, Telangana, INDIA
Tel : 91-40-23704923/24/25, Fax : 91-40-23704926, 23714250
E-mail : contact@heterodrugs.com URL ! hitp/iwww. heterodrugs.com
CIN : U241107TG1989PLCO0ST23

N1 HETE!

HETERD

LT

Certificate No.: Page20f §
Ceprigirar Ne: 03P 20000091 Cropinxa2z 5
Sr. No Test/ Specification / Homycrasi stesxi Result /
Xeaht|  Towasumk sxocri Release / Bhelb 1t . Pesyawrar
OpH BEROYCKY HE TCpMIN OPHAATHOCT]
Z |Identification
Inerradiranin
2.1 | Method UV The UV absorption spectrum | Not carried out
of the sample solution should
exhibit maxima at the same Complies
wavelengths  as  that  of
standard solution.
Meroy V& Y&  cnexrp  mommmans | He npononmrscs
BupobyBanoro po3wHny
NOBHHEH JCMOHCTDYBATH
MAKCHMYMH IIDH THX e Binnosinae
HOBNGIFAX. XBHIIb, IO CREKTD
CTANAADTHONO POIYHHY.
2.2 |HPLC Method The retention time of the major | Not carried out
peak in the chromatogram of
the sample solution should
correspond fo that in the Complies
chromatogram of the standard
solution, as obfained in the
Assay.
Merox BEPX Yac yrpumMypannsg ocxoptoro | He npopopurocs
niKa Ha XpOMaTorpamMi
BHIpOGYBaHOTO POIYHILY MAE Bixuozinae
nipmoBigaTH acy
VIPHMYBAHIA T2
XPOMATOrpaMi CTAHapTHOro
PO3UMHY, OTPHMAHOL B
BrNpoByBanul KinpKicHOro
BE3HATCHI, .
3 | Water content Not more than 7.0 % m/m Not more {han ‘1 3.9 % m/m
By KI) 8.0 % m/m
Baticr monn _ |
(Metop K. @imepa) He Ginsme 7,0 % He Ginpime 8,0 % 3.9% .
4 | Average weight 123.0 mg£4.0% Not carried oul 123.66 mgsC1 ),
(118.08 mg - 127.92 mg) : T TR
Cepenus maca 123,0 Mr £ 4,0% He nposoauThes 123.66 Mp~
(118,08 Mr - 127,92 Mr i e
S | Dissolution Not less than 80% (Q) of labeled amount of Finasteride
(Ca3Ha6N;0,) is dissolved in 30 minutes.
Pozunpens He menme 80% (Q) six 2aupiesol kinskoori
dinacrepuny (CnligN,0,) posunmserscs uepes &
30 xmummm.
Factory : 22-110, IDA-Jeedimetla, Hyderabad - 500 055, Tel : 91-40-230984 71172173174 Fax: 91-40-23005105
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“Hetero Corporate”, 7-2-A2, Industiial Estales, Sanathnagar, Hyderabad - 500 018, Telangana, INDIA
Tel : 01-40-23704923/24/25, Fax : 91-40-23704926, 23714250

E-mall : contact@heterodrugs.com URL : hitp//www.heterodrugs.com
CIN : U24110TG1889PLC009723

Certificate No.: ‘Page 3 of 5
Cepruadixar Ne: TREE200000 Cropinka 335
Sr. No Test/ Specification / Tomycrrmi mesxi Rl 7
Na 3/t Horasmnk sixocti Release f Sl_xclf»lifc ! . Pmymﬂ'ar
SIPH BUNYCKY HA TepMiu OpHAATROCTE e
6 | Uniformity of dosage
uniis
Aceeptance vaiue (L1} | Not more than 15.0 Not carried out
4.6
Onuoplimicrs
Ao3oBaEux opmaRnL | He Ginpure 15,0 He nposoprrrsca
TpeiivMancie YHeo 46
(L1)
7 |Related compounds
Impurify-A Not more than 0 3% m/m 0.11 % mv/in
Impurity-B Not more than 0.3% m/m 0.00 % m/in
Impurity-C Not more than 0.3% m/m 0.04 % m/m
Impurity-1 Not more than 0.15% m/m 0.05 % m/m
Maximum single Not more than 0.20% m/m 0.01 %m/m
unknown impurity
Total impurities Not more than 1.0%m/m 0.23 Y%m/m
Cyuponinai posinzcn
Hominxa-A He dimme 0,3 % 0.11%
Homimxa-B He 6imre 0,3% 0.00 %
Homimxa-C He 6imsine 0,3% ‘ 0.04 %
Hominxa-1. He Simeure 0,15% 0.05%
Makcumansia He 6inpme 0,20% 0.01 %
CHUHHYNA
HeigeHTH(IKOBANA
ZOMIITKE.
CymMa poMimox He 6insire 1,0 % 0.23 %
8 | Assay
BEach {ilm coated tablet
containg: )
8.1 | Finasteride :
(CaaHN,07), in g Not less than 4.75 and Not more than 5.25 4,92
8.2 | (%) Labeled amount | Not Iess than 95.0 and Not more than 105.0 98.4
Kinsxicne prauavenns =
Korxra rabneria,
BXPHTA HFRKOBOIO
00 ONOMKOIO, MICTHTE:
OinacTepun
(CaalzeM203), B MT He menue 4,75 i ne Gineue 5,25
(%) Big sasmienol P, 7
KinbKOCT] He menure 95,0 i ve Ginnme 105,0 984 "

Factory :

22-110, IDA-Jeedimetla, Hyderabad - 500 055. Tel : 91-40-23096171/72/73/74 Fax: 91-40-23005105
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UNIT-HH

"Hetero Corporate”, 7-2-A2, Industrial Estates, Sanathnagar, Hyderabad - 500 018, Telangana, INDIA

Tel : 91-40-23704923/24/25, Fax : 91-40-23704926, 23714250
E-mall ; contact@heterodrugs.com URL : http/iww.heterodrugs.com
CIN : U24110TG1988PLC009723

Certificate No.: TPage 4 of 5
Cepradgikar No: i Cropinka 435
Sr. No Test/ Specification / Nomyeraunmi mend Result /
Neafn YYorasrme scocTi Release f Shelf-dife / ) Pexynsrar
TIPSt BHIYCKY HA TepMiN npugsTHOocTi
9 | Microbiological
examination
9.1 [Total aerobic microbial
count: Not more than 1000 cfu per g Less than 10 ofu per g
Total combiued yeast
and moulds count Not more than 100 cfu per g Less than 10 cfu per g
9.2 {Test for specified
Microorganisms:
Escherichia coli: Should be absent per 1 g Absent per ¢
Mixpobionoriana
THCFOTA
Saramsua xinsxicrs
AHTTE3 JATHIC
aepofux
MiKkpoopramisumin He 6imsure 1000 IKYO/r Merme 10 KYO/r
3araneya xinexicrs
naiceHenux i
Ipixmronax rpubis He 6imsme 100 IYO/r Menmre 10 KVO/r
Croempdivnd
MIKPOOpTamisMu; . :
Escherickia.coli Mae 6yra Bincyrns s I r. Bincymais ir
10 | Xdentification of
coloorant
Inenrodixauia
Oapennxa
10.1 | Titanium dioxide A pale yellow colour to crange | Not carried out A pale yellow colour
colour should develop to  orange  colour
immediately, develops immediately.
Turany pioxenn Heraiiio mae yrnopuvacs He nposojrscs Heraiigo
sabapsicans Bin caiTIo- -|yIBOpIOETLCH
ACOBTOTC JIO OPAHIKEBOT0 3a0apeaesny Bix
RONBOPY. CETEG-2KOBTOrO 1o
OpPaHKEBOrO KONBOPY.
10.2 | FD&C Blue #2 The UV spectrum of sample Not carried out The UV spectrum of
Aluminum Lake should show absorption coEs, tsample shows
inaxima at about 610 nm. 75 UL T fabsorption maxima at
FD&C cuniit Ne2 Y® criextp punpobysasoro He mposomirses 611430 nm
amoMiniesui nax 3paska Mae HeMONCTPYBATH A/ S N V& emexp
MaKCHMYMH IOFHEARNS TpH | Bunpobysanoroe
AOBXBHI XBUJL CIH3LKO 1 [2PA3ka AeMOHCIpYe
610 m. IMakcinym
. ~{TIOTIAHaRNY 1P
o laomacasl xeai

Factory : 22-110, IDA-Jeedimetla, Hyderabad - 500 055. Tel : 91-40-23096171/72/78/74 Fax: 91-40-23085108
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“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanathnagar, Hyderabad - 500 018, Telangana, INDIA

Tel : 91-40-23704923/24/25, Fax : 91-40-23704926, 23714250
E-mail : contact@heterodrugs.com URL : hitp//www.heterodrugs.com

CIN : U24110TG1989PLC0O09723

Cerfificate No.: Page 5of §
Cepradikar Ne: HEEERL0A00L Cropimxa 53 5
Sr. No Tost/ Specification / Joryeruad arexi Resul /
Nea/n Hoxazuux axocri Release / Shelf-Jife / . Pesynnrar
apit BIUMYCKY HA TEPMIH NPHAATHOCTI
611,3 mm.

10.3 | Iron oxide A red colour should develop Not carried out A red colour develops
which does not disappear upon whichh  does  not
addition of dilute hydrochloric disappear upon
acid. addition of dilute

hydrochloric acid
3aniza oxeHy Mae yrnopurrics saGapanentn | He nposopaTses VrBOpIoeTses
YCPBOHOIO KONBODPY, AKE HE 3abapsnenns
3HHKAC UPH roxasanui YCPBOHOIC  KOSBOpY,
XNOPHCTORONHEBOT KHCIOTH e e 3MMKac mpu
posBanmnenol. Joyasaani
XNOPHCTORBOAMEBOT
KMCIIOTH po3barnenol
Labelling Shauld cotrespond to the MQC requirements Complies
Mapxynauun TTopmmo pinuosigary paMoran MICST Binpopinac
Paclaging Should comespond to the MQC requirements Complies
axypamus Ilcsmimoe signosipary pustoran MICSH Bimioninae .

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,

including packaging/labeling and quality control of the above mentioned site in

Fall

compliance with the GMP

requirements of the local Regulatory Authority and with the specification available in registration dossier. The balch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP,

Lun 7 3acsiovyio, 140 nasedena auye ingopmayin € docinosipiow ma mounow. Lo cepiio npedywyii Gyno supobinero

(srmounaroun naxyeams/saprysanns) ma KORmMpons i axocmi

Ha suesasnaveniii supobuusiit dinsragl nposedeno ¥y

nogwitl ¢idnosidnocmi 3 sumozam GMP, gcmamoener MICYCEUM DESPISHIOPIEUM OP2AHOM, @ MaKoxe 8idnoeidno do

cneyudbikayii, wo micmumbca @ pecempayiiinoamy docoe,
HEPENARYING WA GCMANOsRCHO eidnosidnicms GMP.

Hpomoxony eupobruymaa, nakyeguist ma ananizie Gyno

Hocana ocofu, sxa supana gosuin Ha BHITYCK Cepil

Nanie | P. VINAY KUMAR , 573
Position of person authorising the batch release Manager, Quality Assurance
pispre | . BIHAM JCYMAP

Meneprep, 3abesneyesns meoeri L

Signature of person authorising the batch release
[igmic 0co6H, sxa supana Kossin #a BHIYCK cepii

=
/.

i
#

e [ ™

Date of signature
Hara ninuscanms

Qo- o\~ ote

Factory : 22-110, IDA-Jeadimetla, Hyderabad - 500 055. Tel . 91-40-23098171/72/73/74

Fax: 01-40-23005105




HETERO LABS LIMITED

(UNIT-Il E.O.U)

“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanath
Tel: 91-40-23704923/24/25, Fax:
e-mail ; contact@heterodrugs.com URL:

-3

Nagar, Hyderabad - 500 018. Telangana, INDIA,
91-40-23704926, 23714250
hitp//www.heterodrugs.com

CIN: U24110TG1989PLC009723

CERTIFICATE OF QUALITY

Bux i pozmip ynaxossu;

labeling

no 15 Tabnerok y Gnicrepi;
MAPKYBAHHAM YKPATHCLKOX0 MOBOIO

CEPTHOIKAT SIKOCTI
ertificate No.: Pagelofs
gepmq:imar No: | 03FP20002267 _ CT%piHKa 135
Productname: BINFIN Manufacturingcountry: | India
Hasanponyxuii: BIH®IH HAepxkasa-eupodank: | Inmis
Pharmaceuticalform: | Film-coatedtablets 5 mg
Jixapcrka popma: TaGJeTkH, BKPHTI N1iBKOBOIO 06010HK0k0, N0 5 Mr
Strength/potency: 1 tablet containsFinasteride 5 mg
Cnaa pii/axrasmicrs: | Tab.1eTka MicTaT bimacrepnny 5 mr
Type and size of 15 tablets in a blister; 2 blisters in a cardboxwith Ukrainian languages
packaging: .

o 2 Gaicrepn y Kopobui 3 KapTony 3

Tenanrana, Ianig

BatchNo.: BatchSize: packs
Cepist No: E200690E Poamip cepif: 20700 e —
Mfg. Date: ExpiryDate:
Hara BHPOOHHNTBA: 0472020 Ipuparauii go: 052023
RegistrationCertificate: Valid upto:
Peectpaniiine noceinyenns: UAT7517/01/01 Hiticue no: 22.07.2024
Mafufacturer name: Hetero Labs L'im-ited Man. I_,icens'e No.:' 22/RR/AP/2001/F/R
Halimenypanns Bupofuuka: | I'erepo Jla63JlimiTeq Bup. niuensis No;
Location: "Unit T, FormulationPlot Ng 22 - 110 IDA, Jeedimetla, Hyderabad, 500 055

' Telangana, India
Micnesnaxomxenns: | ¥Ouir I, ®opmyneitmullnor Ne

22 - 110 LOA, Txnaimerna, Xaiigepaban, 500 055

SMDC Conclusion on confirmation of GMP CertificateNo.:

Onuc

debossed with
other side

round film

coated tablets,

‘H’ on one side and ‘37" on

Tabnerku Kpyrnoi dopmu, 6Gnakurdoro
KOBODY, BKPUTI MNiBKOBOMO obonoHkoro, 3

Hamicom «H» 3 opnoro Boxy i «37» 1
THIIOro Goky.

validity:

. . - - 103.03.2021
Brcrosox mono MATBepOKeHHEs ceprudikary HBIT IICNo: HAZENCA50 TepMingii:

' Analysis procedure results
Pesynbtarn nposesennsn aHamsy
Sr.No Test / Si)eciﬁcation Honyermmi Me‘mi Result /
Nes/m| Ioxasnnxk sikoeri Release Shelt-life / . PesynbTaT
NpUBHIYCky Ha Tepmin npuAaTHoCTI
1| Description Blue colour,

Blue colour, round film coated
tablets, debossed with ‘H’on one side
and ‘37’ on other side

Tabnerku Kpyrnof dopmu,
GnaxuTHOrO KOnbopy, BKDHTI
NIIBKOBO 000JIOHKOW, 3 HamHcoM

«H» 3 Boxy 1 «37» 3 iHworo

@YLM /{/O_Q‘Wg}z 42.04 204 Ypte

50 oo OEPEHG

Factory :22-110, IDA Jeedimetla Hurarahed maname — .




HETERO LABS LIMITED

(UNIT""I EOO.U) |

“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad - 500 018. Telangana, INDIA.
Tel: 91 -40-23704923/24/25, Fax - 91 -40-23704926, 23714250
e-mail : contact@ heterodrugs.com URL : http//www.heterodrugs.com
CIN : U24110TG1989PLC009723

Certificate No.: Page2ofs
Ceprudixar No: 03FP20002267l Cropinka 2 3 5 1
Sr.No Test / Specification /Honyerumi mesxi Result /
Nes/n Tloxasnnk sikoeri Release / SI'1elf-iife/ - PesynsraT
Npu BHNycky Ha TepMiH npuraTHocT
2 |Identification '
Inentudixanis :
" 2.1 | Method UV The UV absorption spectrum | Not carried out
of the sample solution should
exhibit maxima at the same Complies
wavelengths  as  that of
standard solution,
Merton V@ YO  crnextp  norymmanuus He nposoaurses
BUNIPOOYBaHOro PO3YHHy
NIOBHHEH AeMOHCTpYBaTH
MAaKCHMYMH  NpH  THX ke Binnoginae
AOBKHHAX XBUNb, WO CIEKTp
CTaHAAPTHOTO PO3YHHY.
2.2 |HPLC Method The retention time of the major | Not carried out
peak in the chromatogram of
the sample solution should :
correspond to that in the Complies
chromatogram of the standard |
solution, as obtained in the
Assay. )
Meron BEPX Hac yrpumysanss ocrorroro He nposoputscs
TiKa Ha XpoMaTorpami
BMNPOBYBaHOro po3usHy mae Bignozigae
BiANOBizaTH qacy
YTPHMYBaHHA Ha
Xpomarorpami CTaHIapTHOrQ
PO34KRY, 0TpuMaHoT B
BrnpoGyBauui KinbkicHoro
BH3HAYEHHS,
3 | Water content Not more than 7.0%m/m Not more than 2.6 %m/m
(By KF) 8.0 % m/m
Bwmicr Boau
(Meron K. Dimepa) He Ginswe 7,0% He Ginsme 8,0% 2.6 %
4 Averageweight 123.0 mg + 4.0% Not carried out 124.25 mg
(118.08mg - 127.92 mg)
Cepenns maca 123,0 mr+ 4,0% He nporoaurscs 124.25mr
] . (118,08 mr-127.92 wr —
5 | Dissolution Not less than 80% (Q) of labeled amount of F‘q’@{rggicggﬁ 8
(Co3sH3eN10,) is dissolved in 30 minytes. ,/gx,é/m%* Z‘.’o‘& ,
Posunmenns He menwe 80% (Q) sin sagsnenoy Kinbmﬁ:ﬁ;ﬁ?\m i
: CDiHaCTepHIly(Cg3}‘I3(,N302) po3uMHIETLCH Geped & VATOX \& 2
‘ 30 xBunun. ﬂft: | o AnA o3l N
T S AOKMERTE- i

Factory :22"1101 IDA Jeedimetla. Hvdarahad _ zan nee +_«. LR N 7 H




HETERO LABS LIMITED

(UNIT-ll E.O.U)

“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad - 500 01 8. Telangana, INDIA.
Tel ; 91 -40-23704923/24/25, Fax : 91 -40-23704926, 23714250
e-mail : contact@heterodrugs.com URL : http//www.heterodrugs.com
CIN:U24110TG1 989PLC009723

Certificate No.; : Page3of5
Ceprugixar Ne: 03ER20002267 | Cropinka 33 s
Sr.No Test / L Specification /Monycrimi mexi Result /
Nes/n Toka3uuk sikoeri Release / Sl_wlf-life/ o Pesynnrat
NPH BUNYCKY HA TepPMIiH NpUAaTHOCTI
6 | Uniformity of dosage ' :
units
Acceptance value (L1) | Not more than 15.0 Not carried out
2.4
Onnopinuiers
A030BanMX opuHuNL | He Ginsue 15,0 He npoeoaurscy
Hpuitmaneue ucio 24
(L1) :
7 |Related compounds
Impurity-A Not more than 0 3% m/m 0.11 %m/m
Impurity-B - Not more than 0.3% m/m 0.00 %m/m
Impurity-C Not more than 0.3% m/m 0.01 %m/m
Impurity-1 Not more than 0.15% m/m 0.06 %m/m
Maximum single Not more than 0.20%m/m 0.04%m/m
unknown impurity ;
Total impurities Not more than 1.0%m/m 0.22 %m/m
Cynposiani gomimgn
Homimxa-A He Ginsine 0,3 % 011%
Homiuka-B He Simsue 0,3% 0.00 %
Homimka-C He Ginsue 0,3% 0.01 %
Homitka-] : He Gimewe 0,15% 0.06 %
Maxcumansua He 6inpue 0,20% 0.04%
OOWHHYHA
HeineHTudikorana
AoMiluKka
Cyma nomimox He 6inswe 1,0 % 0.22%
8 | Assay ‘
Each film coated table
contains:
8.1 | Finasteride
(C25H36N,0,), inmg Not]essthan4.75andNotmorethan 5.25 4.87
8.2 | (%) Labeled amount Notlessthan 95.0 andNotmorethan 105.0 97.4
Kinbxicae BH3HAYEHH ST
Koxna Taby eTKa,
BKpHTA MIIBKOBOIO
obononkoro, MICTHUTS:
d)'iHaCTeP“il(CzaH.%NzOz =
), B Mr He menwed,75 i ye 6inbme5,25,/c'°;; "' 4.87
(%0)Bin 3asBnenoi VS Z,
L |Xigskoeri . He menwe95,0 ine Ginbwel05.9 57 Amarox \o 2 97.4 ]
2 L)

Factory - 22-110, IDA Jeedimetla Hvdarahor . crnmee =




HETERO LABS LIMITED

G (UNIT-lll E.O.U)
“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad - 500 018. Telangana, INDIA.
Tel: 91-40-23704923/24/25, Fax : 91 -40-23704926, 23714250
e-mail : contact@heterodrugs.com URL : http!/www.heterodrugs.com
CIN: U241 10TG1989PLC009723
Certificate No.: Pagedofs
Cepradixar Ne; 03FP20002267 - | Cropiuka 435
Brhio Test/ Specification /Domycrami mexi Result / T
Nea/n Hoxasuuk srocti Release / Shelf-life/ PesynsTar
NpH BHIYCKY Ha Tepmin npuaaTHoCT
9 Microbiological
€xamination
9.1 |Total aerobic microbial
count: Not more than 1000cfu per g Less than 10 ofu per g
Total combined yeast :
and moulds count Not more than 100cfu perg Less than 10 cfu perg
9.2 | Test for specified
Microorganisms:
Escherichig coli: Should be absent per 1 g Absent per g
MixpoGionoriuna '
YHCTOTa
3aranena Kinexicry
KUTTEIRATHHK
aepobunx '
MIKpOOprauizmis He Ginsme 1000 KVO/r Menure 10 KYO/r
3aranena kinkxiors :
IliceHeBHx i
APLKIDKOBHX rpubie He Ginpue 100 KYO/r Menme 10 KYO/r
Creundiuni
MIKpOOpraizmu:
Escherichiacoli  Mae 6ytv sincyTnsa s 1 1. Bincyrnis 1 r.
10 | Identification of
colourant
InenTudiranis
Gapeauka
10.1 | Titaniumdioxide A pale yellow colour to orange | Notcarriedout A pale yellow colour
colour should develop to  orange  colour
immediately. develops immediately,
Twrany niokeny Heralino mae YTBOPHTHCS He nposonutecs - Heraitnoyreoproerses
3abapenenns Big caitio- 3abapeiieHns Bip
JKOBTOrO no OpPaHkeBoro CBITNO->XOBTOTO pi{o]
KOJIbOpY. OPaHKEBOrO KOMLOPY.
10.2 | FD&C Blue #7 The UV spectrum of sample Not carried out The UV spectrum of
AluminumLake should show absorption sample shows
maxima at about 610 nm. absorption maxima at
FD&C cuniit Ne2 Y® cnexrp sunpoGysanoro about 610nm,
ATIOMiHIEBUT nak 3paska Mae leMoHCTpyBaTH D cnextp
MaKCHUMYMU NOrmuHanys npu npoGysaHoro
HOBXWHI XBUNT Gnusbko Ka IEMOHCTpYe
610 um, CUMYM
TTIHHAHHA NPy
» JAOBXKHHI XBHI

—_— ]

160136K0 610 1.

(,0,L¢7A~\

Factory :22.14 0, IDA Jeedimetia,

Hvderabad - 500 N&E Thlameno




HETERO LABS LIMITED

(UNIT-Il E.O.U) .

“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad - 500 018. Telangana, INDIA.
Tel: 91 -40-23704923/24/25, Fax : 91 -40-23704928, 23714250
e-mail ; contact@ heterodrugs.com URL : httpl/www.heterodrugs.com
CIN: U24110TG1989PLC009723

Certificate No.: PageSofs
Ceprudikar Ne: 03FP20002267 - | Cropinka 53§
8 Kip Test/ Specification /Xonycrumi meski Result / , 1
Nes/n Toxasuuk axocri Release / Shelf-life/ ) Pesyabrar
npu BHITYCKY Ha TEpMIH NPHAATHOCT]
10.3 | Ironoxide A red colour should develop | Not carried out A red colour develops
which does not disappear upon which  does  not
addition of dilute hydrochloric disappear upon

acid. addition of dilute

hydrochloric acid
Mae yreoputies 3a6apsnenns | He TIPOBOJUTECS YTBOproeThes
HEPBOHOTO KONBOpY, AKE He 3abaprreHns

SHHMKaE NIpH gomasaxui HEPBOHOTO  KOJILOpY,
XJIOPHCTOBOIHEBOT KHCIOTH AKE He 3HWKac mpw
posfaenenoi. '

3aiiza oxeun

AOJaBaHH]
XJIOPUCTOBOOHERO]
KHCJIOTH pozbasnenof,

Labelling Should correspend to the MQC requirements Complies

Mapkyganns HoBruHOBI AMOB] KaTHE MO 2M MK Bimnosinae

Packaging Should correspond 1o the MQC requirements Complies

Naxysanns HosusHoBinnosi naTuemvoran MKA Binnoginae

00Ccmogipro10 ma mounor, Lo cepito npooyxyii Byno eupcbneno
il axocmi Ha suugesasnaueniy SupobHuNT dineruyi nposedeno ¥
uMU Micyesum PESYRAMOpHUM Op2anoM, a maxoac 6idnoeiono do
docee. [pomoxony 8UPOBHUYMEA, naxysaHHA ma ananizia Gyno

(ermouaroyy naxyeanna/maprysanns) ma KORMPOns
NOSHIU 6I0N0GIOHOCI 3 GuMozam GMP, scmanosnen
cneyughixayii, wo Micmuntees s peecmpayiiinomy
Repeznanymo ma ecmanoeneno 8ionosidnicmy GMP.,

—

_ Name | B. Nageswararao,
Position of person authorising the batch release | Sr. Manager, Quality Assurance -

MpisBue | B, Harecsapapao,
INocana ocoby, sika Bumana AO3Bin Ha BUIYCK Ccepil Crapwuit Meremxep, sabesneyenns AKOCT]

Signature of person authorising the batch release
Mignuc 0cobw, axa Buaana 103Biy Ha BUITyCK cepil ' / :
Date of signature
Hara nignucanns 20 06 - Lo
—_— :

. * Qb
. X
0\&<$

i «ETG-‘*‘-?:\
eyt

Factory - 22-110, IDA Jeedimetla. Hvderahad - nn nee o e—— 7




JEPXIIKCIYIKEA
AEPKABHA CJIVIKEA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM YV KMiBCLKII OBJIACTI

npocnekT Banepis JlobanoBerbkoro, 51, M. Kuis, 03110, ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,h_‘ctps://W"ww.dls.20\!@1 Kox €JIPIIOV 37078774

BHCHOBOK
IIPO SIKICTH BBE3€HOr0 B Yxpainy aikapceskoro 3acoly

30.10.2020 Ne 55550/20/10

BIH®IH
(nafiMenypanus JHKAPCEKOTO 3acoby 3rinmHo 3 peecTpauiiignm TIOCBIZT9EHHAM)
TabJIeTKH, BKPHTI IIIBKOBOKO 06oonKom, 0 5 Mr mo 15 TabJuerok y Guicrepi, no 2 Oicrepn
Y KopoGui 3 kaprony
(hopma BHITYCKY, AO3YBAHHS, BUI NAKYBAHHS TiKAPCHKOIO 3acoby)

Homep peecrpanitroro nocsizsenna UA/17517/ 01/01 crpox nif peectpauiisoro nocsimuenns 22.07.2024
Cepist nixapcekoro 3acoby Ne E200690F Kinexicts Beesenoro mikapeskoro zacoby 20700

Bupobrmk I'etepo Jla6s Jlimiten, Iumia

(HaliMeHyBanus BupobHuKa MiKapCEKOTO 3ac06y, Kpaida MOXOKEHHS)

Breseno 8 Vipainy Tonapnf'rno 3 00MexkeHO0W BiANoOBiTaIbLHICTIO "AMAPOKC
IOKPEHH JIMITE[", igenr. xox: 43687709

(Haitvenypanna Ta kox 3a €JIPTIOY HopuauHHoI 0cobnu abo npissumye, iM's, 1o GaTLKoBI dismamoi
0cofu - manpuemus, i micue TPOKIBAHHA TA PEECTPALHHUH HOMEp 06TTik0OBOT KapTKH [JIATHHKA
nozatkis abo cepiz Ta HOMED MacopTa)

Ulpotoxon Bisyansroro xortpomo eix 20.10.2020 Ne 3512/1.

JlabopatopHuif anamnis sxocti JKapeBKOro 3acoby 3xicHeHuin:

A1 "Tlentpansra maGopatopis 3 QHAMI3Y SKOCTI JTIKApChKUX 3ac06iB 1 MeamyHOL IPOIyKIii"
(M.Kuis, Byn Kynpsiscrka 10r)

(HaiiMEHYBAHHS Ta MiCle3HAXOMMEHE nadopartopii, wo nposena 1a60paTopHUI aHATI3 AKOCTi)

Bucrosox moo sixocti ntikapcrkoro 3aco6y, B anmit nabopatopieto Bix 29.10.2020 No 3044

Pesynsratu maGoparopyoro aHANI3Y AKOCTI MiKApCHKOro 3200y 3a TIePEeBIPEHMMH OKA3HHKaMU BiamoBiIat0TH
BHMOraM METOAIB KOHTPOIIO AKOCTI (aHaTiTHYHO-HOpMaTHBHOT JMOKYMeHTAaLiT).

3a pesynbTaTamMu  JmepiaBHOTG KOHTPOXO BCTAHOBNEHO, MO MiKAPCeKMM 3aci6 BReseHo & Vkpainy 3
AOTPHMAHHAM BHMOT 3aKOHOHZBCTBA OO 3abesnedeHns AKOCT] MiKapChKUX 3aCOBiE.

P e

g2 4yt T
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