JIEPKABHA CJTYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A "
HAPKOTUKAMM Y KHiBChKIA OBJIACTI

npos. Ceitimianoi Hanii, 3, M.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@adls.gov.ua, Kog €IPTIOY 37078774

R A R R

BUCHOBOK
PO AKICTH BBE3€HOro B YKpaiHy JiKapchKOro 3aco0y

23.09.2024 Ne 41514/24/10 |

BIH®IH

(HaiiMenyBanis NiKapebKOro 3aco0y 3riAHO 3 peecTpauiiiHiM [IOCBII4EHHAM) ¢
Ta6JIeTKH, BKPUTI IIiBKOBOI 060/10HK010, 110 5 Mr 110 15 TabJerok y Guicrepi, mo 2 6mcrepn
y KOpoOui 3 KApTOHY :
(popma BUIYCKY, NO3YBAHHA, BHIL NAKYBaHHA TIKAPCLKOTO 3aco0y)

Howmep peectpariiinoro noceimuerms UA/17517/01/01 erpok aii peecrpauiiinoro nocsiguenns 22.07.2025

Cepin nikaperkoro 3acoby Ne E241540 KinbkicTh BBE3CHOrO JTikapeskoro 3acoby 8993

BupoGHux I'erepo JIad3 Jlimiten, Inais

(naiiMenyBanis BUpoOHIKa JikapehKoTo 3acoby, kpaina NOXOAKEHHA)

Beeseno B Yipainy ToBapHCTBO 3 06MEKEHOI0 pianoinaabuicTio "AMAPOKC
JOKPEMH JIMITEXL", ixent. xon: 43687709

: (naiiMenyBarus Ta koj 3a €/PTIOY wopranunoi ocodn abo npisBuiLe, iM's, IO BaThKOBI (Pi3HUHOL
il ocobu - mignpuemus, i Micue NPOIKHBAHHA T2 peccTpauiiinuii HomMep 001iKOBOT KAPTKH nuaTHnKa
nojaTkie ado cepis Ta HOMEp MacnopTa)

Ilporoxou Bizyaisnoro kontpouio six 22.08.2024 Ne 2455/1.
JlaGoparopuuii ananis skocTi JiKapehkoro 3acoly saiiicHenyii:

JII1 "LlenTpanba naboparopis 3 aHajzizy SKOCTI JIIKapChKHX 3ac00iB 1 MeANYHOI MPOAYKLiT"
(m.Kui, Byn. Kyapssebka 10r m.Kuis, Byn. Kyapsasceka 8B Kuiscpka obnacts, ¢. Hosi [Terpisi,

Byi1. Isana ®panka, 19)
(HaHMeHYBaHHA Ta MiCLE3HAX0LKEHHA abopatopii, o npoeena naBopaTtopHuil aHanis axocti)

BHCHOBOK 1010 SIKOCTI fiKapehkoro 3acoby, uanuii nadopatopiero six 20.09.2024 Ne 1899

Pesynbratu .na6opa'r0pHoro anasizy AKOCTi JlikapckKoTo 3acoly 3a rnepeBipeHHMI MOKA3HUKaAMHK Bl,[[l‘lOBlealOTl:
BHMOTraM METOJIB KOHTPOJIO AKOCTI (AHANITHYHO- HOPMATHBHOT JJOKYMEHTALLIT).

3a  pe3yibTATAMH JEPIKABHOTO KOHTPONIO  BCTAHOBIEHO, IO nikapebkuil  3acid  BBeseHo B YKpaiHY

JOTPUMAHHSIM BiMOT 3aKOHOIABCTBA LWOJI0 3a0e3neyeHH3 AKOCTI MKapehKHX 3ac00iB.
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HETERO LABS LIMITED
UNIT-H1 (E.0.U}

Factor

CERTIFICATE OF QUALITY
CEPTHDIKAT SAROCT i

L) wmwato No.:
Cepruginar Xo:

03FP24006423

y o 2200, DA, Jeedimetla,
Hyderabad - 500 O
Phone:

felangana, INDIA.
+G1 40 22086171 T2 /93 [ 74

P!lgzgi ufl
Cropinknfa4

Froduct name:
Hussa npeaysain;.
Pharmacestical form:
Jlirapenwa dopyn:

| BINFIN
| BIHOI
Film-coated tablets 5 m,q

Strength/potency:
Cuaa miiaKTanicTs:

. I'}pt- and size of packaging:

Beia i poavip ynaxongu:

1 rabaersa MicTHTE (Binaciepray 5

YRPATHCLK OO0 MUBUHY

Batch No.:
{"epm Ne:

Mg, Date:
Aara supobuyrsa:

F241540

0472024

s

Repgistration Certificate:
Pecerpauiilie nocsizuennn:

UA/ITSE7/01A01

Manufiacturer name:
iiﬂﬁwe:iymmm mtpoﬁnmm.

iieiem | abs Limited
- Perepo 5lnm Jistiren

MICHE N OAACHIN

1 tablet contains Finasteride § mg'

Batch Size:

pabue sk, srpit i tiskoson ofsonkon, o 5

Muanufacturing country;
| Acpmana-supobumg:

India
RUCE]

Ml

Pussip upﬁ'
Fxpin Date:
Hpuairneil ao:
Valid up to:
Hitiene no:

15 tablets in a blister; 2 blisters in a cardbox with Ukrainian languages §8beimg
ne 1S rataeror y Galderepl: no 2 dalcrepi y KopoSil 3 Kaprony 3 MApRYSQuuuyM

packs

Man. License Noas
Bng. muw;m A

9190 .
¥y Fmri\‘()ﬁf't\mm

03;21}2"

32.07.2025

22/RRVAP2001/F/R

Ui, ¥ﬁrrm;l»tmn Plot No 22 - E!f} A, Jeetﬁmet!a, Hyderabad, 500055 T ehmgallﬂ.

 India

Teannraua, Luais

requirements of the GMP No.:

sucodis_navoram HBIT No

S Na Tost/
Ne v Hoxamus uxocri
| Bescription '
Onuc
2 fdentification

| bnenrudikanin

21 Method UV

Meroa Y

Conl
7-2
i

“GE 40 2,

porate

Conclusion on the conlirmation of the conditions for the
produetion of medicinal products in accordance with the

Buesonrok 111010 nigTRepamenHs ymon sipodHuures Jikapenriy

4492023/ 885

nir HE, Dopsvaeiiom Haor N 22 - 110 VLA, [benaiveran, XaikaepaGaa, 500 035

validity:

Pl 07.12.2024
Tepvin ait

Anulysis procedure results

Peavanratien pum‘.nemm Ay

%pmﬁmmm ‘
“Release ! i
T Y CKS

1 repain

oLy Cimi MEW
Shelf-dife /

NPWEATROET

Resaft /
Pesyantat

iue calour, round fim coated tabiets,
H* onone side asd 377 on otker side

FaGazeren wpyraol dopan, SaukntH
kpET AIBKOR0I0  D00S0HK0, 3 Ha
HHUE0 OOKY | 3T 3 IHOro 60Ky,

The UV 'm;fn}}&,if
spectruen of the sample |
slution  should  cxhibit
aaxima  at the  same
geits as that of
standard solution.

YO ek noriniains
aHPOBYRAHAIC  POTIHHS
A0BHECH ,ICM(!IIL'I'p'\'ISd!'V!
BHKKCHM_\’MH II?H THY WL
FOBAHHAX XML, HIO |
CHEKTD CTREAPTHOD |
b poruny.

He npusio

AZ, ﬂfim ria uiﬂe%. Sanath Nag
AHDADER 28

H‘fd eraoad-HOG 08

Agana, india

TNO earried om

AMTHCR

dehossed with

DI KOLODY,
auconm «hn 1

Boky. ...

Bive colour, round film coated tablets,
debossed with ‘1 on one side and 37

on other side

Fadaerkn Kpyraol popyy,
CHAGKH THOTO KOABOPY, BEPHTE
CHBKOROI OOGADHKOID, 3 HAKCOM

allp 3 oanoro Goxy i «3Tw 3 e

e L
sanple soution exhibits maxima at the
samne wavetengibs os that of standard
solation.

Yy CHEKTD FOFMHAES
HUPODY HINHOTO POFIUITY AEMOUCTPYS
MAKCHMYMH (PH THX K2 JIOBKHHAX
NBMIIL, 15O CHCKTD CTatifgeprioro
POIRHY,

wwenheteracom

absorption spectrum of the
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HETERO LABS LIMITED
UNIT-Hl (EO,U)
Factary: 22110, 1DA Jeedimetia,

HETER Hyderabad - 560 055 Telangana, INDIA.

Dhone +91 40 2309671/ T2 /73 /7

i Catifientein: 03FP24006423
e e R B Ceprudinur SE— -
22 {HPLC Methed cetention fme af the | Ny ¢ The retention ume of the major peak in
jor opeax o the the chromatogram of the sample
chromatogram  of  the | solunion corresponds to thai in the
sample  solution  should | chromatogram  of  the  standard
correspomd W that in the | solution, as obiined in the Assay.
chromatogram  of  the |
standard  solwion,
obtained in the Assay,
Mevoa BEPX | Yae VEPHMY BT  He npanomsrrnes Uge yipisyiniis CCnonmoro 1ika ia
| ocmesnoro mixa osa | xpoMarorpasi nuipobysanero’
spovarorpavi PUOBHHHY IRTTHU ST qany
sHIPOOYIGHONS  porsuy | yrpeMyBRiza A xpouarorpasi
Mac  BLpIORG@n ey | CTAIEAPTHOTO POTUHILY, OTPAMIHOL Y
VIpIMY BRI aspoliyeant KiaeKicHoro
| XPOMETD paMi i | BHIERTCHIA,
E f.‘“l‘i]!ii)ij?‘?!’\!(‘-’) pl)','i§i1|§'. i S
POTPHMANE ¥
 sinpodyBatis i
i | REBEICHONO BHSHACHEMR. i
3 Water content ‘ i
} {By Kb | Not more than 7.0 % mAn | Notmore than B9 % m/m i 4.6 % m/m
: : Bwicr soun i
(Meroz K, Qinepa) P He Giibe 7,0 % He Giasiic 8,0 % 4.6%
4 Average weight D123 0 mp s 4086 Not carried out isomp
(1808 mg - 127.92mp)
Copeans Maca D230 e = 40% He upasointhes 12390 mr
i ! LOHIROR 3+ 127.92 e
# i 5 Dissolution Not kess than 80% {Q) of fabeled amount ul’ !
h y | Finasterids (Cnbaedib0:)is dissolved in 30 minutes. ‘
Poamunenns { He vene 809 (Q) pix 3agnTenol KaskocH | 0%
Dinacrepanay {CnHaaNzO2) posannse rues Hepes i
L 30 xmann. E
T8 1 Uniformit ‘;;'(.!:J‘snge units i E - i
Acceptance value (L) | Notmore than 13.0 | Not carried out 3.3 !
!
Ouuoplaticrs 260811 i
DHHHL | i {
[anitvaanue wseno (LD He Simine 130 L He nppsoinribes 133 H
7 [ Related compounds i
[mpurity-A Not more than 9 3% m/m 0.14 % m'm i
| {mpuriy-B3 Not more than 2.3% m/m Not Detected
{ Impurity-C Not more than 9.3% m/m 0.06 % m'm
Impurity-1 Not more than 8.13% m/m Below LOQ (LOQ = 0.025 %o m/m)
Maximum single unknown Not more than 0.20% m/m
impurily Not Detected
Total impuritics Not more than 1 (%m/m 0.20:% m'm
Cynposigni tominey
Jlomimsa-A e Glamne 0,3 % 0.14%
Hominma-13 He Gumtie 0.3% He srapneno
Homimka-C He fiaue 0.3% 0.06 %
Jlominka- | He Dlapue 0.15% Hikae MKS (MKB 0,023 % wiin)
Maressainia 02nInn
agiaenunpisopana toviwke | He Gunure 0.20% He shssizio
Corporate | yya gomiwok He Gabe 1,0 % (020%
7-2-52, aGetn2l Eslates sansth NEGar, Flyoeiabad-S00 O s i § e

T.~91 40 23704923 / 25 wwiw. heterc.oom




9.2

Each film coated tablet
contains:

my
%) Labeled amount

Kiinkicie nuspasenis
Kok 1a0ACTKa, aRPpHA
HAIBKOBOIC ODOAQHROK:,

MICTHTH:

Finasteride (CasbeNatz), in

04} BiA 8 RICHOT KIABEOCTL

DisacTepia (CoHNaD. B |

HETERO LABS LIMITED
UNIT-1IHE.OUY
Fa

Phone | 191 40 23096171

Viaps 30, i A, Jeedimetla,
Telangana, INDIA

172073174

"~ Crtificate No: |
G qmuﬁmnn\s.

Not less than 4 75 and Net mere than 5.23

| Not fess than 95,0 and Not moere tas 1030

o

He versne 4,75 1 ue 6l

¢ He mesune 95,0 1 pe fuwuic 13,0

Microbiological
examination

Total combined yeast and

motlds count

Test for specified

Microorganisms:
Escherichia coli

JaradLHa KIALKIUTS

KU TTE ST HIX apofim
sixpoopraiimin
FArAARIA KIRRICTh
friceneanx |

FrpuGis
i
| Escherichia cols

“Iotal acrobic microbinl count:

Migpobivaos iuna 4HCI0Ta

ADDRIROAX

ETEHE ST MIKDOOPTAT BM¥

Not more than 100 clu per g
Not more tha 100 cfu per g

Should be absent per 1 g

He Glannie 1000 KYOA
100 KY Oy

He Sistane

N Gyre siacyrmea bo

4 .
| tdentification of colourant

Not carried om

He 1poBoHTHed

Ipage 30ra

03FP24006423

Cropinka 334

L 5.0
1008

5.04
{O08

Lessthan H el

Absentper g

Biacymnio L1,

Less thun 10 clu perg

Moepute 10 KYO/ir

perg

Mentie 10 KYO/

i!\ male yellow colour 1o orage calnm’
dwdnm mmediately.

iperaibio.

Mot carried ot

10
| Baewrviicania fapanuwa o
100 | Tuanium dioxide A pale yellow colour W
arange colour should
develop immediately.
Turavy Alokcui Flerafiiee Mae YIBOPHTHUH
SaGapBRACHHS Bl CHITAO
SKOBTOTO A9 DPRIFAEHOND
KGiHpOpY,
102 | PD&C Blue #2 Alanuum The UV spectium of
fake sample should show
absorption maxima at
about 610 nm.
FD&C cnnit No2 Y ciwgrp
wroMBHCHR 0K HHEPO5YRAIOIO IPALKA
MEE AENMOHCTPY BIUEH
MAKCHMY MR FEOPANIENE
pi AcHRHHT xRua
Gamsuko 610 uM,

103 | bron oxide A redd colour should
develop which does nol
| disappear upoa ad idition

Lol ditute Bydiochloric
COPPOFREG s

7.2-A2, Incustrial Estates, Sana M Nagar, H\rdée;
r9] 40 2ET0AD25

g

3¢{25

He HposoaHTLE

Not carried out

1A red
| disappear

“ihe UV spectrum of sample shows
{absorption maximani 611.5 nm

Ve cnertp pipolYBANOTO 3pa3Ke
ACMOHCTPYE MAECHMYM M O AM A
fpse omsnn et 6113 s

ur Iw;.,qus which ¢oes not
upon
: hydrochloric acid

addition  of  dilute

B B CHTAO-ROBIONO A0 1 1 |
LOPAIDKEROFO KOJhOPY ¥ U ings :

L — .

ac-S00 018, Telangane, india

www heterocom




HETERC LABS LIMITED
UNIT-1I {(E.O.W)

Factory 1 22-10, 1DA, Jeedimetia;
Fyderabad - 500 055 Telangana, (NDIA.
Phone: +S1 40 230061 /12 1713 /74

Certificate No.:
Cepriginar Mot

g

1 Jaaizaoxeuin

£_.;?1"lie!ling
Maprvaanus

!imq':i:mw

Mar vracpaiied

HPH Rozasaai

i

| raBapOACHINE AEPBONGT ¢ E
!
AAOPHCTORGANCROT
ke oTn posbanieial i
Should comespoad 1o the MO

Fonummo nignontagrs anvorav MK

(IFP24006423 ii

Cropika 41 4

He nponoanTnes

KOAG0[Y, HKE HE SHRKaE

peafanactol
KRIUHOTH,

VTROPICCTRCA 3808
ROALOPY, AKS HE JHHKAC 1IPpH .'l.!jiiilm“ﬂi

HHACHHA ¥ePBOROIO

xaopHeTosoenol

e dar |

equirements

Cone
13i;

sporids to the MQC raquirements
oniac prvoray MK

Shonkd coespond 10 the MK requirements
Tlomzno niareniavek snvorae NEST

Corresponds to the MOU rauirements
Bianosidac sistorays MIGE

! hereby certify that the above information is authentic and accurate. this batch of product has becn manufactured,
including packagingebeling and quality control at the abovementioned site in fill compiiance with the GMP
requirements of the loval Regulatory Authorite and with the specification mvailable in registration dossier. The baich
processing, packaging and anaiysis records were reviewed and fownd to be in compliance with GMP,

Lhwst st saeedonn, wio nasedena singe inhopsania ¢ docmaesipior ma movieio. Lo cepiio npodyigi Byno aupobitenc
3 f i

(ARZIAGIONU NORYERIA/MOPRYEQUIR) NG ROUNPOAL E RICCCMT 10 §UNE e masenilt upobiastit Olzpiuli nposeoene y
noaniti sidnoaionoemi 3 Guosay GMP, SCIMGUOSTCHOUEACHCEIN PESYARTIOPTORM UPEHOM, O IIGRORC SEN08IHE A0
enepdixanii, 1o Memumsen 6 pecompaniiiosny docee, Hpomoroun supotHugned, Rakyeauia ma aranizis Gyau

peperymi ma gemanosaenda sidnosionicms GAMP,

{...-

[Tocana ocofiy, 988 BUABAA IO

Position of person authorising the batch release

{Ipisssure

Signature of person authorismg the baich releuse

Hiaaue ocoBn, ¥Ka #1212 a08

A AURVOK eepit

Name | Nijesh.K
AGM-Quality Assurance
Hinenn K.

@ BROYCK cepil

K -3ab6einenenun Swoeri

Date of sigrature
Alara mzanncansg

Corporate

7-2-A2, industrial Estates, Sanath Nagar, Hyderatad-500 OI8. Telangana, ndia

T, +&51 40 R3I704023 F 28

vawww histerocom




