JEPKABHA CJIYKBA 3 JTIKAPCbKIX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHKAMH Y KHIBCBKIU OBJACTI

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

BHUCHOBOK
npo sIKicTh BBe3eHoro B YKpainy JikapcbKoro 3acody

20.10.2025 Ne 43971/25/10

IPBII'EH

(nafiMenyBaHs JiKapehbKkoro 3acofy 3TiAHO 3 peecTpaLlifiHUM MOCBIAUCHHM)
TabJeTKH, BKPUTI IIIIBKOBO10 060J10HK010, 10 150 Mr, o 10 Taéaerox y buicrepi, mo 3
GJricTepu B KAPpTOHHI KopoOui

(dopma BrnycKy, 103yBatNs, BHA NaKyBanis AikapcLkoro 3acoby)
Homep peectpaniiinioro mocsiguenns UA/20230/01/02 crpox aii peectpauiiinoro nocsizuenns 30.10.2028
Cepis nikapcekoro 3aco6y Ne FD252587B Kinskicts BBe3eroro fikapebkoro saco6y 1100

Bupo6Hux Ietepo J1a63 Jlimiten, Inais

(naiimenyBanis BUPOGHHIKa JIIKapchKOro 3acoby, Kpaina noxoKeHHs)

Baeseno B Yipainy Tosapucrpo 3 o6meskeHoro Binnopinaiabnicrio "AMAPOKC
IOKPEHUH JIMITEI", inenr. wou: 43687709

(naitmenyrauus Ta kox 3a €JIPTIOY ropunmunol ocobu abo tpizsuie, iM's, 110 6aTbkoBi isndHol
0cobu - nignpueMLst, i Micue npoXHBaHHs Ta peectpauiiinuii Homep 065ikoBoT KAPTKH IIaTHHKA
nonaTkis abo cepis Ta HOMEp nacnopTa)

Mporoko. Bisyaisioro koutpostio Bix 16.09.2025 Ne 2840/2.
JlaBopaTopHuii aHanis skocrti jikapebroro 3acolby 3uidcHe Mt

JIIT "UenTpanbHa taGoparopist 3 aHaii3y sKOCTi TiKapChKHX 3aC00iB i MEAMUHOT MPOXyKILii"
(m.Kuis, Byn. Kyapsscska 10r M.Kuis, Byn. Kynpseceka 8B Kuisceka o6nacts, ¢. Hosi [Terpisui,
ByJ. IBana ®@panka, 19)

(waliMeHyBanHs Ta Micue3HaxoukenHs nabopaTopii, WO nposena naboparopHuii ananis axocti)

BHCHOBOK W00 SKOCTI Jlikapchkoro 3acoGy, sugannii maboparopieto sin 20.10.2025 Ne 1634

PesynbraTh 1aBopaTopHOro aHalli3y sIKOCTI JTIKapcbKoro 3acody 3a HepeBipeHHMH TTOKa3HHKaMH BiAnosigawTs
BUMOTAM METOMIB KOHTPOJIIO SIKOCTI (aHAITHYUHO-HOPMATHBHOT JIOKYMEHTaLLii).

3a pesympTaTaMM JEPXKABHOTO KOHTPONIO BCTAHOBIEHO, IO Jikapchkuit 3aci6 BBeseHo B YkpaiHy 3

JOTPUMMAHHSIM BUMOT 3aKOHOJABCTBA 1100 3a6e3I1CUCHHs SKOCTI JIKAPCHKHX 3ac00iB.
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HETERO LABS LIMITED

{UNIT-V) SEZ [UNIT-)

Factory : S.No. 439, 440, 447 & 458,
TSic-Formudation SEZ,

Polepally (V), Jadcheria (M)
Mahaboob Nagar (Dist) - 502301

BATCH CERTIFICATE
CEPTHDIKAT CEPH

Page | of d

Certificate No.:

e . i CCI""‘””q)_i"f},'f"” No: ‘ Cropivga 134

Product name: IRBIGEN Munufacturing country? India

Haszpa npoayruii: IPBITEH . ) Kpaina-supofume: Twds
) ) Film-coated tablets 150 mg o .

Pharmaccutical form: e e e Destination country: | Ukraine

e rabae i, BRPUTI nAiBRonoio . o

Hixapewra gpopmac . _ Kpaiga npusuauenna: Yrpaida

obononkoio, no 150 mr

Strength/potency: 1 tablet contains Irbesartan 150 mg

| Cuima nii/akTHBHICTD: I radnerica mieTnTs 1pdecaprany 150 mr O —
Type and size of packaging:| 10 tablets in a blister; 3 blister in a carton box with Iabelling in Ukrainian language.
Bsiit i po3amip yDarosin: 10 10 rataerok y Guierepl, 1o 3 Gaicrepy ¥y Kopoditl 3 KapTony 3 MAapKyBaHHiM

YIPATHCHKOW0 MOB 010,

' Batch No.: i pyn \ Batch Si‘ze:' -  packs
e FD2525878 en e 1250 P _
Cepin N Posmip cepit: YHAKOBOK
Mig. Date: - Expiry Date: ;

Ylig. Date: 04.2025 “Xpiry Datt 03.2027
Mara puponnurea: ‘ pupatauii por » ]
Registration Certificate; Y " Valid up to: .
) ’” e o UA/20230/01/02 ool YI 30.10.2028
- Pecerpauyliine nocsiaenns D Hificne po:
© Manufacturer name: Hetero Labs Limited Man. License No.: - . :
N PR o A 50/MN/AP/2009/F/R
Hajimenysanus supodunKa: Cerepo Jlabz Jimiren Bup. ainensin Ne:
Location: Unit-V, Block V and V-A, TSHC - Formulation SEZ, S. Nos 439, 440, 441 & 458,
Polepally Village, Jadcherla Mandal, Telangana State, 509301, India.
MicresHaxomenys: [OniT-V, Baok V i V-A, TCHIC - ®dopmyaeiivm CE3, C. NoNe 439, 440, 441 i 458,
Tloaenanai Bizems, Jwanuepsaa Manaan, Teaanrana Creiir, 509301, Troist,
CERTIFICATE OF GMP COMPLIANCE No.: validity:
CEPTH®IKAT BHANOBIHOCTI YMOB BHPOBEHMHITTBA 014/2025/CGMP r‘ m; S 04.07.2027
. ot g IR . . TCPM ki
JIKAPCBLKHUX 3ACOBIB BUMOI'AM HBIT No: epain
Analysis procedure results
PesynuTaTh 0POBEJEHER Ananisy
. Specification / [lonvernmi e
Sr.No Test / l : KgEXemLmL et Result /
o ) N Release/ ! Shelf-life / U
No s/ | YHowasmig sikocri i . : Peaymwray
NP BIHYCRY L pg TepMin i THOCTI
1 Description White to off white coloured, capsule shaped, | White  coloured, capsule  shaped,
biconvex, film coated tablets debossed with | biconvex, film coated tablets debossed
159 on one side and ‘I on the other side. with 159 on one side and ‘}’ on the
other side.
Onue Binoro  aGo  wmalbke  Ginoro  komwopy, | binoro  xoasopy, KANICY 0N HiBHOT
Kancy R0noi6RoT Gopnu, KROONYKAT TabaeTKil, dopmu, asoomykm TabneTi, BKPUTE
BKPUTI  NAIBKOBOIO  0DONOHKOWK, 3 HARMCOM NAEKOBOK  OBOAOHKOI0, 3 HAHCOM
«159» 2 opsoro Goky Ta «Hy 3 inworo. «159» 3 ogroro Goxy 1a «H» 3 noro.
Corporate

72-AZ, industrial Estates, Sanath Nagar, Hyderabad-500 M8, Telangana, India
T: 491 40 23704923 / 25




HETERQO LABS LIMITED

(UNIT-V) SEZ (UNIT-I)

Factory : 5.No, 439, 440, 441 & 458,
TSHC-Formulation SEZ,

Polepaily (V}, Jadcherta (M)
Mahaboob Nagar (Dist} - 509201

| §5FP25

{19167

Cepridikar N

Specification / JoryeTimi mend
Sr. No Test/ Reloase / G helftife / Result /

Noos/n Torazui sxocTi HPU BHIYERY na repMmin Pesynprar
[ apuaaTHocri

Identification
| LnenTudikauis

The IR absorption spectrum of a potassium Complies
bromide dispersion of the residue so obtained
should  exhibit maxima only al the same
wavelengths as that of a potassium bromide |
dispersion of a similar preparation of trbesartan
(Form-A) working standard.

2.1
JU c¢nexrp Tmornmmasha  aucnepeil 3 ks | Binnosinac
SpominoM  OTpUMaNol A AOCALIKYBAHOTO
3paska, NORMNEN  BIANOBIAATH 33 HASBHOCTI
MAKCHMYMIB [Y-criexTpy nanorivHo
NUIFOTOBIEHOrO POBOUOTO CTAaHAAPTHOIG 3PAIKY
AAAAA ipdecaprany (Qopma-Ay.
The retention time of the major peak n the | Complies
chromatogram of the sample solution should
correspond to that in the chromatogram of the
standard solution, as obtained in the Assay.

2.2 Yac  yTpHMYBAHHA  OCHOBHOYO — THKY  HA Bianosigac
XpoMarorpaMi posMuHy LOCAUDKYBAHOIO 3paska
FOBUHEH  BIANOBiAATH  Macy YTPHMAHHS Ha
XPOMATOrpaM]  po3uNHy CTAHHAPTHOTO  3PH3Ka,
oTpUMANOMY Y BHOpoOOyBanHi «KinpxicHe
BHIHAMCHHAN

3 Average weight 204.00mg £ 4% Not carried out 205.04 mg,
Cepeunn maca (195.84mg —212.16mg
204,00 mr£ 4,0 % He nposoantnes 205.04 mr
(195,84 mr~ 212,16 mr)
4 Water content Not more than 4.5 %m/m | Not more than 1.9 %m/m
(By KF) 5.0 %m/m
BmicT soau
(Merton K. Piutepa) He Glaswe 4,5 % miv He Bisipne 5,0 Y% aim | 1,9 % m/m

Hardness Not Jess than 50 Newtons Min. : 71.4 Newtons
Max.:122.3 Newtons

un

CrilikieTs TabneToK 20
pOSAABIIOBAHHS He menwe 50 Hphiorod Min. - 71,4 Hsiotou
Maxc.: 122.3 Hproron

6 Dissolution Not less than 75% () of the labeled amount of
Irbesartan (CasFhsNgO) is dissolved in 20 minutes. | 98 %

Posyunen s He mewme 75% (Q) Bin HOMIBAILHOTO BMICTY
JpBecaprany (CasHasNsO) posunHgeTsea | 98 %
npoTsrom 20 XBuaKH,

Corporate
7.2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018, Telangana, india
T +91 40 23704923 / 25




HETERQO LABS LIMITED

{UNIT-V} SEZ (UNIT-1)

Factory : S.No. 439, 440, 441 & 458,
TSHC-Formulation Sk7,

Polapally (V), Jadcherla {M)
Mahaboob Nagar {Dist) - 509301

| SSFP25009167

Certificate No.:
Cepruginar No:

7 Uniforntity of dosage units L= 15.0 on the fiest 10 tablets weighed or if
Acceptance value (L1) areater than L1 then the value is Jess than or equal
Irbesartan {CasMaaNLO) to L1 for 30 dosage units in total and no individuat | 7.3

content  of the dosage unit is less than

(1-L.2 X 0.01)M nor more than (1+L2 x 0.01)M in ¢

the caleulation of acceptance value under the

weight variation.

Lb = 15,0 aan nepunx 10 apaxeanx talieros.
Qanopianicts aozoBannx ado, akwo spaverns nepesmmye L snaueuss
O nosrike OyTH Menmnm ado gopisriosarn L1 4
Ppiiimansie vicno (L) 30 oaMHMgle AOBYBAHHA 6 RIOMY. 1 JKonen
ans Ipecaprany (CastlagNeO) | innupisyansnni BMicT ¥ B030BaMiH oanHNUl He ¢ § 7.3

MeMIM 30 (1 — L2 x 0.0 DM 1 ne Sinsonm 3a
(1 L2 x0,00)M, npy oduncaensi npriMaiHoro
YHCAA POIPANYHKOBO-BATOBHM METOAOM.

8 Related compounds
Related compound A Not more than 0.20 Yom/m Below LOQ (LOQ
Maximum single other F 0.015%m/n)
impurity Not more than 0.20 %m/im L 0.04 %im/m
Total impurities Not more than (.50 Yom/m 0.09 %mim
Cynpousigi gomiuxn He 6innuie 0,20 % w/v
Cynpopipes gomiwsa A Hipiue MKB
MakcunansHnd smict onaiel | He Ginbwe 0,20 % v/v (MKB=0,015 % m/n)
IHUIOT NOMIIIKY He inbuse 0,50 % mim 0,04 % miv

SaranbHui BMICT JOMILIOK 0,09 % m/im

9 Assay
Each film coated tablet contains | 142.50 - 157.50 147.83
Irbesartan (CastlasNgO), inmg
(%) Laheled amount 95.0 -~ 105.0 986

[KinbRICHE BU3HAYCHHA
Kokua ralnerxa, pKputa
HAIBKOBOWO 0BONOHKOIO,
MICTHT !

IpGecapran (CasHaNsO), 8 mr | 142,50 ~ 157,50 147,83
B % pia BOMIHATLHOT Kinskocti| 93.0 — 105.0 98.6

1 Microbiological examination
Total aerobic microbial count
(TAMC) Not more than 1000 ¢fu per g Less than 10 cluper g
Tatal combined yeast and
moolds count (FYMC) Not more than 100 ciu per g Less than [0 cfuperg

Test for specified
Microorganisms
Escherichia coli Should be absent per 1 ¢ Absent
Mikpobioaoriana HueroTa
1. 3arasneie upcno aepobHuy
Mirpoopranizmis (TAMC): He Ginswe 1000 KYO w1 v Menme 10 KYO/r
3arajgpie YHCRo ApIaeBIY
Ta pHeeHesux rpnins
{TYMCY: He Ginpwe 100 KYO B | r Memue 10 KYO/r

Corporate, . . . O =y S e
7e2-A2, Industrial Est nath Magar, Hyderabad-500 018. Telangana, india
T 491 40 23704923 1 2¢




HETERO LABS LIMITED

(UNIT-V) SEZ (UNIT-1)

Factory : S.No. 439, 440, 441 & 458,
TSHC-Formulation SEZ,
Polepally (V), Jadcherla (M)
Mahalboob Nagar {(Dist) - 509301

Ce 00 | exprmsnna g ]
S « | SEFP2R009167
Ceprudinay Ne:
2. Brnpodypanhs Ba oxpemi Matore Gvricsiacythie 1 r Biucyrni
BHAM MIKPOOPTANIZMiR:
Escherichia coli:
(R Identification of colourant = A pale yellow colour 1o
¢ orange colowr should orange colouy develops
Titanium dioxide develop immediately. inumediately.
Inentidikanis dappruxa Sabapsneuns pin He nporoanThes BadapsacHua Biz Hnia0-
BAINO-KOBTOIO 1O KOBTOIO o
Turany AlokcHi IOMAapPaHIeROro NOMaPaHIenoro
KOITHOPY MAE ‘ KONLOPY  PO3BMBACTLCS
[ POBBHBATHCS BEraiiho HeranHo
Labelling Should correspond to the MQC requirements Bgrmalies
Mapxypanns Fognuyo sianopinary sumoram MK i pre
; Bianosinac
Packaging Should correspond to the MQC requirements Complies
Hagypanns Toruuno sianosinary sumoram MEA Bianopinae

[ herehy certify that the above information is cuthentic and accurate. This batch of product huas been
manufactured, including packaging/labeling and quality control at the above mentioned site in full
compliance with the requirements specified in the current GMP guidelines approved by the Minisivy of
Health of Ukraine and with the requivements of the regisiration dossier of the destination country. The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.
Flunt 2 3GCGII0, 10 Hasedena guige InGopmaiii ¢ Jocmosipnoio ma mounon. Lo cepio npodyryil 6ya0
GUPOBREHO (6KOUAIOWU HAKPEUHHA/MAPKYSAHIIS) NI KOHIIPOILh iT aKROCHI MU GLeIEETIAYEN T GUPOON UK
Gintonuyl NPOGEOCHO Y NOGHITT GIONOGIOROCINE 3 GUMORAM, 3ASNAHEHUMI 6 qnnniit Hacmemosi 3 GMP,
samsepdocenist Minicmepemsom oxoponu 300pos s Yipaiin, 13 surmoeauu peecnpaifitinozo QoCue Kpaiy
npusnauenns. TIponoxom eupoBHuymed, NAKyeanns. Ma ananizie 6yno nepeeasuymo ma Gemano6ieno

Narme TEAJANAN DASHARATH WARE ]
Do ~f . fel - AGM, Quality Assirance ;
Position of person authorising the batch release Ab-o1; Wuslity Asgi
P ‘ Fipizenue | LAAKABAH JALIAPAT BA PE
o e . - 1 A CHCTeHT FoA0BHOTO MEHCIIKCPA, safieaneueHHd
TTocana ocofn, sKa BiAdNa DO3BUL HA BHOYCK Ceph :m:::’i 0 d PR,
Signature of person authorising the hatch release X
[1igrvic ocolu, sSixa BUaana A03BUT Ha BUIYCK cepil
Date of signature 12 2025
Jara manueanua 11.08.2025

Corporate
7-2-A2, industrial ates, Sanath Nagar, Hyderabad-500 018. Telangana, india
T: +91 40 23704923 / 25 g
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