TIEPJKABHA CJIYKBA 3 JJIKAPChKUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMM Y KUIBCBKI OBJIACTI

npos. CeiTnuunoi Haxii, 3, m.Kuis, 02099, ten/paxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €IPIIOY 37078774

BUCHOBOK
Npo SIKicTH BBe3eHOI0 B YKpaiHy JikapcbKoro 3acody

22.10.2025 Ne 43970/25/10

JIEPPEKC

(naiiMenyBamiis JikapcLKoro 3acofy 3rifHo 3 peecTpauifHuM oCBiAUCHHAM)
Ta0JeTKH, BKPUTI MJIIBKOBOIO 00010HK010, 10 10 mMr, mo 10 Tabaerox y 6aicrepi, mo 3
GJicTepu y KapTOHHIN KopoOui

(popma BUTIYCKY, 103yBaHHS, BUJL HAKYBAHHS JIKAPCLKOTO 3ac00Y)
Howmep peectpauiittoro nocsiguenns UA/20716/01/01 crpox aii peecrpauiiiioro nocsiguenns 18.12.2029
Cepis nikapcsroro 3aco6y Ne FD253762C KinbKicTs BRE3eHOTO ikapcehkoro 3acoby 9768

Bupo6Huk Terepo JIa63 Jlimiten, Iunis
(naiimMenyBanus BUpoBHIKa NiKapchKoro 3acoBy, kpaina oXoAKeHH)

Baeseno B Vipainy Tosapucrso 3 o0MexeHoro BixnosinanbHicrio "AMAPOKC
FOKPEUH JIMITEJ", inenr. xox: 43687709

(maitmenyBanrs Ta kox 3a €LIPTIOV ropumuuaroi ocobu afo mpissuile, iM'a, mo GaThkosi disuuHol
ocobu - manmpuenmus, ii Miclie TPOXHBAHHS Ta peecTpaLifuuil Homep o6TiKoBOT KapTKY NIaTHUKA
nonatkie abo cepis Ta HOMep nacnopTa)

[Iporoxosn Bizyansnoro kontpouio Bin 16.09.2025 Ne 2840/1.
JlaGopaTophuii anajiiz IKOCTI JIKAPChKOro 3aco0y 3iHCHeHIH:

JIT "Lientpansua naboparopis 3 aHaii3y KOCTI JIIKapCHKUX 3aC00IB | MEANUYHOT NPoAyKLii"
(m.Kuis, Byn. Kyapssceka 10r m.Kuis, Byn. Kynpsiscbka 8B Kuiscbka o6macts, ¢. Hosi Ilerpisui,
Byn. [Bana ®panka, 19)

(naftMeHyBaHHA Ta MicLe3sHAX0KeH s labopaTopii, Wwo nposena nabopaTopHui aHami3 axocTi)

BHCHOBOK LIO0 SKOCTI JKapehkoro 3acoby, Buanuii naboparopieio sig 17.10.2025 Ne 1633

Pesynbrati TaGopaTopHOro aHanizy sSKOCTI IiKapchKOTO 3acofy 3a MepeBipenuMH oKasHikaMu BIANIOBIJAI0TE
BMMOTaM METOAIB KOHTPOJIIO AKOCTI (aHANITHYHO-HOPMATHBHOT JOKyMeHTaLiT).

3a  pesyabTaTAMM  EpKABHOTO KOHTPOJK BCTAHOBIGHO, WO JiKapcbkmi 3aci6 BBeseHo B YkpaiHy 3

JAOTPUMAHHSIM BHMOT 3aKOHOJABCTBA 00 3a6€3MeUeHns IKOCTI JTIKapCLKUX 3aco0iB.
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HETERQ LABS LIMITED

(UNIT-V) SEZ {UNIT-1)

Factory : S.No. 439, 440, 447 & 458,
TSHC-Formulation SEZ,

Polepally (V), Jadcherla (M)
Mahaboob Nagar (Dist) - 509301

BATCH CERTIFICATE
CEPTH®IKAT CEPH

Page 1 ol 4

Cev tificate No.: S3FP25008924 o
Cropiria |

, Cepradiikar Ne: _
LERREX \’I'muia&iunntr cuuntn' TIndia
JEPPERC Kpaina-supobnnr: luais

Product pame:
Hama ApoayRui:

Destination country: |Ukraine

I“h‘lrnmccuncai form: | Film coated mhlet\
Kpaina npranagennasi: | Yrpaina

Jixapenka popma: | Tabaern, sKpaTi BAIBKOBOIO 0603011010
1 tablet contains 10 mg of lercanidipine hydrochloride
Strength/potency: (as lercanidipine hydrochloride hemihydrate)

Ir Ar’) 1eTRA \li(!l)il'b 10 M :mplcauirnmilw r‘i;‘xpoxrmpnm’

Cuna i/ aKrpBHICTh:

Type and size of 10 tablus ina blmlcx ;
packaging: | 3 blisters in a carton box with labelling in Ukrainian language
Bun i posmip | no 10 rabneroxy GnicTepi;
no 3 daierepn y kapronyiil KopoOit 3 MApRyBAsHaM ) K PATICHLKOI0 MOBOIO

yng ROBKIL

Bate o | s - $ : Size: :

%ITt(’l?‘No FD253762C ‘ Bateh Size: 10013 packs
vvvvvvvvvvv Cepin Ne: | Posmip cepil: VHAKOBOK

: Mfo. Date: ) _ Expiry Date: | .

| Tig. Dates 162025 o By Dater g9

_Hara pupodnnursa: | - o Yepmin npmwiatnocti:

Valldup 18 | 40 4o 7099

Registr ation Cer tificate: UA/20716/01/01 ali I
itiene no:

- Pecorpaniiine HocnineHus: o _
} Ma’nufacturer{nzsme: Hetero Labs Limited License No.: S0/VIN/AP/2009/E/R
Haitmenysanns sunotunwa: | Terepo Jla6s Jlistiren Jlinersist Ne:
Location: | Unit-V, Block V and V-A, TSHC - Formulation SEZ, S. Nos 439, 440, 441 & 438,
Polepally Village, Jadcherla Mandal, Telangana State, 509301, India
ORIV, Baok Vi V-A, TCHC - ®opmyaeiimn CE3, C. NoNe 43‘) 440, 441 i 458,
Toaenanm Bireins, Lxaaiepn Mawan, Teaanrana Coreitr, 309301, Tnpin

Micuesnaxomenst:

CERTIFICATE OF GMP COMPLIANCE No.: | Validit
CEPTHOIKAT BIAMOBIHOCTI YMOB BUPOBHWUTEBA 014/2025/GMP Tepmi y 04.07.2027
JIKAPCBHKIX 3ACOBIB BHMOTAM HBII Ne: ‘ epmim A

Date of Batch Release 187072025

Ty ~ .
Product Code 4035990 e o
Jlara sunyey cepit

Koz nponyxra

Analysis procedure results / PeayibTamit popeaens apasisy

Sr.No Test/ Specification / ( Result/
No z/n IToxazpuK EROCTI Honvernmi meski Pesynprar
1 Description Yellow, film coated, round shaped, biconvex Yellow, {iln coated, round xlmpni ‘biconvex
tablets debossed with *37 and *4” on gither side

tablets debossed with 37 ancl *4° on either side
of score line on one side of tablet and “HL” on
the other side.

of seore line on one side of tablet and “HL” on
the other side.

Onne e ; . 5 . . -
Tabsersn, BKpHTI  naiBkosolo  06onoukow, Tabnerky, BKpHTI  TMIEKOBOIO 080anHKOI0,
JKOBTOTO KONLODY, Kpy 0§ GOpMI, ABOOTYII, | AOBTOTO KOALODY, kpyraol Gopwis, ABOOTYIAL |
3 HARHCOM «3» i «dy 3 ofiox BOXIB BII PHCKN 3|3 HAMHCOM «3» i «wihs 3 oBox Bokis BlA PUCKH
5 agHero Bory Ta «HLy 3 HWoro oanaro Goxy T «HL» — 3 moro
Corporate

7.2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018. Telangana, India
T #9140 23704923 /25



Cepragixar Net |

C S5FP250

HETERO LABS LIMITED
{UNIT-V) SEZ {UNIT-1)
Factory : S.No, 439, 440, 441 & 458,
TSHC-Formutation SEZ,

Polepally (V), Jadcherla (M)
Mahaboob Nagar {Dist) -

509301

| ldentification
3 By HP
{(Ph.Ewr2.220 &
fn-House)

2.2 By UV
(Ph. Eur.

(Ph.Eur.2.2.29,
In-House)

».2 Meron Y@
(Ph.Eur.2.2.24,
In-House)

¢

Hac

The retention time of (he major peak in the
chromatogran of the sample solution should
correspond to that in the chromatogram of
the standard solution, as oblained in the
“Assay’

The UV spectrum of the sample and siandard

© should show absorbance at 24 1+2nm

YTPUMYBAHIA  OCHOBHOTO  flika  Ha
XPOMATOrpANM|  BUTIPOBOBYBANOIC  POBHHMY
BIAMORINAE YaCy YTPUMYBAHHA OCHOBHOTOC
kg HA XPOMATOTPaAMi  CTAHIapTHOIO
posumby y  sunpodysanni  «Kispkicne
BIEHANEHHSY

Veb-criektpd  BUnpoSOBYBANOTO PO3UNMY |
CTAMAAPTHONO PO3UMHY MAIOTL MAKCHMYM
norHadns npd 24142 py

3 Averaye muss

Ceneing pMaca

103.00mg + 3.0%
(99.91mg-106.09mg)
105.00 Mmr£3.0%

(0991 mr - 106.09 Mr)

CThe retention time of the major peak in the
chromatogram of  the sample  solution
corresponds to that in the chromatogram of |
the standard solution, as obtained in the
“AssayT

The UV spectrum of the sample and standard
shows absorbance at 24 1.:2mm

Yac  yTpHMYBAHHA  OCHOBHOTO  1IKQ
NPOMATOFPaMi  BUDPODOBYBAKOTO  POIUMRY
BIANOBINGE HACY YTPUMYBAHHS OCHOBHOIO '
MiKa HA XPOMATOTPAMI  CTAHAZPTHOTO
pozuuHy Yy BHIpoOysinui «Kinuxiche
BUIHAUCHHID .

Yeb-cnekmpi BUNPOGOBYBAROIO

CTHHAAPTHOIO  PO3IHMIY MAOT

pozuuby i
MAKCHMYM

L normHanus npw 24 142 1

Ha

103.58 my,

103,58 mr

Briiet Boau

Not more than 7.5 % wiw
He dinswe 7.5 % miM

4.0 % wiw
4.0 Yowmim

iformity
,'}()'5013’4“3%[.\' (’S;ﬁuiglll!l.{i)

(921

Acceptance value not more than 13.0 (L1

Flpuitmainie yneao we Siapwe 15.0 (L)

1.6
1,6

& i Dissolution
(PhEGr2.9.3,2.2.29 &
In-House)
Poswunenns
(Phfur293, 2229 &
In-House)

Not less than 85% (Q) of the labeled amount
of Lercanidipine Hydrochloride
(CsHas N30 HC) 15 dissolved in 15 minutes
He mentue 85 % (Q) Bia HOMIHAALHOTO
BMICTY JIEpRANIANIHY Tiapoxnopniy

(CsoHa N:OHCY) posummsieries 3a 15 x

95 %

93 %

7 iRelated Substances
- Related Compound A
»»»»» Related Compound B
I Related Compound 2
- Any unspecified
. degradation product
- Total degradation
products

Cynpopiand aoMitng:
- CYNpOBLIRG JOMILIKE A
— cynposiaHa noMimka B
-cynposiaHa nomika 2
GAHHI AN
HecTielmdicosanii
npoAYXT Aerpasaui
CCYMA TTPOIY KT
Herpasali

Not more than 0.5 %im/m
Not more than 0.3 %m/m
Not more than 0.5 %im/m
Not more than 0.2 %em/m

Not more than 1.0 %m/m

He Ginviue 0.5 %
He Ginpie 0.5 %
He Ginpine 0.5 %
He Binpiue 0.2 %

He dimpuie 1.0 %

Below LOQ (LOQ = 0.042%m/m)
0.10 Yom/m
0.15 Yom/m

Huxye MKB (MKB=0.037 % i)

Hmxue MKB (MKB=0.042 % mim)
0,10 % wm/v

0,15 % mim
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fiiic;:fe No.

apirar No

HETERO LABS LIMITED
(UNIT-V) SEZ (UNIT-1)

Factory : 5.NO. 439, 440, 441 & 458,

TSHC-Formuglation SEZ,
Polepally (V), Jadcherla (M)
Mahaboob Nagar (Dist} - 5093C1

.
°

SSFP25008924 |

i

Page 3 of 4
334

8 Assav
“Each tablet contains:
Lercanidipine

Fvidrochiioride

04 1abeled amount

KiankicHe BuanaueHss:

Dromua Taboerka MICTHTE:

ACPRAIIOUNTIY ZIOPOXAOPIO

(3K 23RN

H{CrH Nz O HCH

— %% B HOMIHANLHOTO
JHATCHHA

9.50 - 10.50
95.0~-105.0

I. Microbial enumeration
tests

~Total acrobic microbial
count (TAMC):

----- Total combined yeast
aud molds count
{(TYMCY:

2. Test for specified
Microorganisims:
Escherichia coli

Mikpodionorivng

MIKPOOPTaHI3Min:

o BATIBHE YUCAO
A2POBHHY MIKPOOPTaRIzMIB
(TAMC):

----- FUTANLHE YHCIO
APBIAPKOBHX Ta NAICEHERHN
rpudie (TYMC):

2. BunpodysaHua

Ha OKpeMi BILIH
MIKPOOPIaNIZMIB:
Escherichia coli

Not more than 1000 cfu/e

Not more than 100 clu/g

Should be absentin 1 g

He dinbme 1000 KYO/r

He Giapwe 100 KY O/

Marors Gyrv Biscyrri s 1 r

16,04

100.1

Less than 30 cfu per g

L.ess than S0 cfuper g

Absent

Menwe 30 KY O/

Menue 50 KYO/r

BincyTni

Corporate

7.2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018. Telangans, India
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HETERO LABS LIMITED

(UNIT-V) SEZ (UNIT-1)

Factory : S.No. 439, 440, 441 & 458,
TsSHC-Formulation SEZ,

Dolepally (V), Jadcherla (M)
Mahaboob Nagar (Dist) - 509301

Certificate No.:
Ceprugirar No: |

| SEFP230608924

Page 4 of 4
i

Cropivikad 2 4

~ titanium dioxide

—iron oxide

genrindina i

i DapBHpKiB:
~ THTAHY WORCHA

S3AA3a OKCR

© A pale wvellow cotour to orange
¢ should develop immediately.
CAn orange colour to red colour should

Cdevelop which does not disappear upon
L addivion of ditute hydrochloric acid.

CBITRO-KORTOID MO
Mac  TPOSIBHTHCE

Bil
KOMBOPY

3adapeaeniin
QpapKeso 0
HErafino.
Bubapie s BUL OPAHKEB0ro i 4epBOBOro
KOUBLOPY MAE NPOIBHTICH, AKC Be Gyle

CORHMKATH TGN A0AABAHEA PO3BENEHOT
. COnHOT KWCHOTH

colour

H

A pale vellow colour 1o orange cololy
develops immediately.

An orange colour to red colour deveiops 5
which does not disappear upon addition of
dilute hydrochloric acid.

JaGapeicHHs  BIL  CBITAO-KOBTOrO A0
OPAHIKCBOTO KOJLOPY NPOSBAACTLES |
neraftng.

3aGapraerns Bl OPanKeBOro 10 YepBoHOTO
KONLOPY MIPSSRAACTLES, AKE HE 3HMKAC e
AONABARNS PORBENCHOT COMIHOT KHEAOTH

Labeling

MapRyBanHa

Should corvespond to the requirements of
MQC.
[osnpuo pianosigard susmoran MICH

Corresponds to the requirements of MQC.

Rianosinae Bryvoram MK,

Packaging

ITaxysanun

Should correspond to the requirements of
MQC.
[Monuo sianosiaari snmorav MK

Corresponds to the requirements of MQC.

Rinonizae suvoram MK

7 hereby certify that the above biformation is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control al the above mentioned site in full compliance
with the requirements specified in the current GMP guidelines approved by the Ministry of Health of Ukraine
and with the requirements of the registration dossier of the desrination country. The batch processing,
packaging end analysis records were reviewed and found (0 be in compliance with GMP.

Lhu 51 3ac6iouyio, wo nasedena suwe ingopymjii ¢ docmosipnotr ma mownoi. Lo cepno apOQYKRYIl Oya0
GUPOBAEHY {GRUOUWONU NAKYGAHHANMAPKYCUWINIS) 11U KOUMPOLL i1 skocmi va sumgesaanaueniii supodiuil
QbabHuyl NpoGeOeHs Y NOGHIT GIONOGIONOCINE 3 GUMOZAMI,  JUSHAHEHUMY 6 HUMHIL nacmanosi 3 GMP,
sameepOceniti Minicmepenisos oxopony 300p06’s Vrpainu, [ 3 6UMO2GMY pecempayitinoco 00Cne Kpai
npuznavenns,  lpomoronu  ¢upodnummed,  nakyeauin mda ananizie GYa0 NepecisHynio MU GCRIGHOGREIO

sionogionicine GMP.

GAJANAN DASHARATH WARE

AGM, Quality Assurasnce

FAJUKAHAH JIALUAPAT BAPE

ACHCTEHT FON0RHOI0 MEHEAVKEpa, 3a0e3neuenIs SKocTi

Name

Position of person authorising the batch release
HNpizsrmme

Tocana 0cofit, KA BHAANA AO3BLA HA BUIYCK cepil

Signature of person authorising the bateh release

Tignuc 0cobH, sTika BUAAAA 103BLY BA BHIYCK cepil

Date of signature

. 20725
Jara nignucanni 11.08.2025

Corporate
7-2-A2, Industrial &
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