HETER

HETERO LABS LIMITED

(UNIT-V) SEZ (UNIT-)

Factory : 5.No 439, 440, £41 & 458,
TsHC-Formulation SEZ,

Rolepally (V), Jadcherla {M]
Mahabaook: Nagar |Dist} - 509371

BATCH CERTIFICATE
CEPTU®IKAT CEPII
' Certificate No.: | Page 1 of §
I CepTudiar Ne: Sl FRsO0GS TS Cropinka 13 5
Product name: TELNOR Manufacturing country: India
Haiea npoaycuii: TEJHOP _ . Kpaina-pupoluuk: Ingia
Pharmaceutical form: Tablets 80 mg Destination country: | Ukraine
Jlikapewka dopma: TaGaerku no 80 mr Kpaina npuznavennsi: | YKkpaiua

Strength/potency:
Cuaa aii/akTuBHicTbz

1 tablet contains Telmisartan 8¢ mg
1 TaGneTka micTHTh Teamicaprany 80 mr

Type and size of packaging:
Buj i poamip ynaKoBKu:

10 tablets in a blister; 3 blister in a carton box with labelling in Ukrainian language.
no 10 Tafaerox y daicrepi, no 3 OnicrepH y Kopodid 3 KaPTOHY 3 MAPKYBAHHRAM

YKpPaiHChEOH MOBOH),

: S~ [
Batc.h No.: FD252169 Batcl! blze.m | 10000 packs
_Ceplsl Ne; Poamip cepii: YNaKOBOK
Mfg. Date: | 032025 Bt iy A 02/2028
Nara pupobHuuTea: IpupaTauii 20:
Reglstrau.(ln Certlﬁ.cate: UA/16947/01/03 Vf']'ﬂ up ta: Unlimited
PeccTpauiiine MOCBIAMEHHS ! { IliticHe no: HeobmexeHuii
MaPufacturer name: Hetero Labs Llfmlted Man. lldcens.e No.: S50/MIN/A P/2009/F/R
HalimenysayHs BupobHHKa: | Terepo JIaGa Jlimiren | Bup. siiuensia No:

Location:

Micue3HaxomKeHHS

Unit-V, Block V and V-A, TSIIC - Formulation SEZ, S. Nos 439, 440, 441 & 458,

Polepally Village, Jadcherla Mandal, Telangana State, 509301, India.

Ouir-V, Bnox V i V-A, TCIIC - Dapmyneiiun CE3, C. NoNe 439, 440, 441 i 458,
| TMoxenanni Binemx, xanuepna Manaan, Tenanraua Creiir, 509301, [nain.

Na 3/m

npH BUNYCKY

| Ha Tepmin npHaaTHOCTI

CERTIFICATE OF GMP COMPLIANCE No.: validity: 1
CEPTH®IKAT BLATIOBLAHOCTI ¥MOB BUPOBHHIITBA 014/2025/GMP Pl o 04.07.2027
JIKAPCEKHX 2ACORIB BAMOTAM HBII Ne: pepRL At |
Analysis procedure resuits
PesyabTaTu npoBeAeHHA AHAJITY
Sr.No Test / Specification / lonyeTumi mexc Result /
n ; Release / Shelf-life /
OKAIHHK HKOCTI PesyabTaTt

Descr_iption

White to off white, oval shaped, biconvex
tablets, debossed with *‘H’ on one side and
‘164’ on the other side.

White, oval shaped, biconvex
tablets, debossed with ‘H’ on
one side and ‘164" on the
other side,

Onue Opaneii asoonykai Taénerku Bin Ginoro no | Oeanbri aBoomykwi TaGnerku Ginoro
maiiixe 6itoro konsopy 3 Hamucom «Hy 3 omnoro | konbOpy 3 HanucoM «H» 3 omworo Hoky
Hoxy Ta «164» 31 3BOPOTHOrO HOKY. T2 « | 64» 31 3BopoTHOTO HOKY.
L
*
Carparate

7.7 a2, industrial Estates, anath Nagar Hyderabad 500 018 Telargzna, India

T 491 40 2T704924 7 25
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HETER

HETERO LABS LIMITED

{UNIT-V) SEZ (UNIT-))

Factory ' SNo 439, 440, 441 & 458,
TSHC-Formulation SEZ,

Polepally (V), Jadcherla (M}
Mahaboob Nagar [Dist) - 505301

Certificate No.:
Ceprudinar No:

SSFP25006s78 | Lose 2of3

Sr. No
Ne a/n

Test /
I[okailHuK AKOCTI

Specification / JomyeTnmi mexi

Release /
IIPH BHOYCKY

Result /
PezynbraTt

Shelf-life /
Ha TepMiH
nNpHAATHOCTI

Identification
InenTudikanis

2.1

By UV

Meroz Vb

The UV absorption
spectrum of the sample
solution should exhibit
maxima at the same
wavelengths as that of
standard solution.
Y@-CrieKTp  NOMTHHAHHA
sunpoCyBaHOTC  PO3UHHY
MOBHHEH MPOABIIATH
MAKCMMYMH TiIBKH 338 THX
e MOMKHHAX XBWIh, 1O i
COEKTP CTAHAAPTHOIO
PO34YHHY.

Not carried out Complies

He npoBoAuTECA Bignosizae

22

By HPLC

Meroo BEPX

The retention time of the
major peak in the
chromategram  of  the
sample solution should
correspond to that in the
chromatogram  of  the
standard  solution,  as
obtained in the Assay.

Yac YTpHMYBaHHA
TONOBHOTO Ky Ha
Xpomarorpami
BUMPOOYBAaHOr0  POIYHHY
MOBHHEH BiANOBLIATH HACY
YIPHMYBaHHA Ha
Xpomatorpami
CTARARPTHOIO  POIMMHY,
OTpHMAHOIO B TecTi
wKinpxicHe BuinaueHHm

Not carried out Complies

He nposoauTscs Bignosizac

Average weight

Cepeans mMaca

480.00 mg £ 3% (465.60
mg — 494.40 mg}

480,00 mi + 3% (465,60
Mr — 494,40 wmr)

Not carried out
475.01 mg

He nposonuTbes
475,01 mr

Water content

(By KF)

BmicT BOAH

(Metoa K. ®imepa)

. Not more than.4.0 %em/m

He 6inbe 4,0 % M/m

Not more than
5.0 %em/m 1.6 % m/m

He 6intme 5,0% M/M| 1,6 % M/m

Corporate

7.3 AZ. Ingdustrial Sstates, Sanath Nagar, Hyderabad-300 018 Telangana, india

T-+9] 40 23704923 [ 25

Wy NELETD CoIm

Cropinka235 |




HETER

HETERQ LABS LIMITED

(UNIT-Y) SEZ {UNIT-I)

Factory ' SHo. 439, 440, 441 & 458,
TSHC-Farmulation SEZ,

Polepally (V] Jadcherla (M)
Mahaboob Nagar {Dist) - 509301

Certificate No.!

SSFP25006578

Page 3 of 3

Ceprugivar Ne: Cropinka 335
Specification / Jlonyerumi mexi
Sr. No Test/ Release / Shelf-life / Result /
Ne 3/n Iloka3HHK AKOCTI npH BHAYCKY Ha TepMiH PeaynpraTt
NPHAATHOCTI
5 Dissolution | Not less than 80% (Q) of the labeled amount of | Tablet -1:99 %
Telmisartan  (C3:H3oNsOz) is  dissolved in | Tablet-2: 104 %
20 minutes. Tablet -3 : 103 %
Tablet -4 : 101 %
Tablet -5 : 99 %
Tablet -6 : 101 %
@ Average: 101%
Po3uneenns He wmeume 80% (Q) nasenenoi kimbkocti | Tabnetxka-1: 99 %
Temmicaprany (C3sHaN«Oz) nepexoauts y | Tabnerxa -2 : 104 %
poz4nH 3a 20 xB. Tabnetxa -3 : 103 %
Tabnetra -4 : 101 %
Tabnerxa -5 : 99 %
Tabnerra -6 ; 101 %
Cepenniii:  101%
6 Uniformity of dosage units | Acceptance value (L1) Not | Not carried out
(Content uniformity) more than 15.0 35
QOaHopiaHieTs A030BAHKX
OOHHHIB
(Meron mpamoro Mpuiimanshe wucno (L1) | He nposoantses
BM3HAYEHHA } He 6inswe 15,0. 3:5
7 Related com pounds Below DRL
Maximum single unspecified | Not more than 0.20 %m/m (DRL=Less than
impurity Sensitivity Solution
area)
Total impurities Not more than 1.0 % m/m Not Detected
CynposiaHi nomimiku
MakcumaneHa OAMHHIHA Hucue MHB (MHB =

HeigeHTH(ikoBana JOMIMKa

Cyma aomimox

He Ginbme 0,20 % m/m

He 6inpme 1,0% m/mM

MeHie HiX IN0MNA HA
XPOM. POITHHY

4y TAMBOCTL)

He BuABneHO

Corporate

7.2.A2, Industrial Estates, Sanath Nagar, Hyderabad- 550G 018. Telargana, India

T: +9] 40 237045923 /25
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HETER

HETERQ LABS LIMITED

{UNIT-V} SEZ [UNIT-1}

Factory SHWo 438 440 441 & 458,
TENC-Formulation 5EZ,

Polepally (), JadzRearla (M)
rahaboab Nagar (Dist) - 50930

Certificate No.: 5 Page 4 of 5
< Ceprudixar Ne: SSEEashoseTs Cropinka 435 |
Specification / [lonycTumi mexi
Sr. No Test / Release / Shelf-life / Result /
Ne 3/n IToxa3HWK AKOCTI npH BUAYCKY Ha TepMin Pesyabrat
NPHAATHOCTI
8 Assay Each tablet contains Each tablet contains
Telmisartan (Cs;;HzoNaO2), Not less than 76.00 and Not Not less than 72.00| 78.06
inmg more than 84.00 and Wot more than
(%) Labeled amount Not less than 95.0 and Not| 88.00 97.6
more than 105.0 Not less than 90.0 and
Not more than 110.0
KinpkicHe BH3RA4EHHSA Kodicna mabiemyxa micmume
’ | He mene 76,00 i e 6inbiue| Koxcna  madnremea
Tenmicapran (C33HzeN4O2), 84,00 (mr) MICHUDIL 78,06
B MI He menme 95,0 1 ne 6inpme| He mente 72,00 i He
Zasanennii emict (o) 105,0 (%) | Bineie 88,00 (mr) 97,6
He menime 90,0 i He
oineme 110,0 (%)

9 Residual solvents* Should meet the USP *|Not carried out Meet the USP <467>
<467> {option 2) (option 2) residual
requirements. solvents

requirement
3anMwKoBi po3vuEnHKK* [loBuHHI piznosinaTu| He npoBoauTLCs Bianosigaots
suMoramM  USP*  (467) pumoram USP (467)
(option 2) (option 2} sainmKoBi
POSHHHHHKH
10 Microbiological examination

Total aerobic microbial count
(TAMC)

Total combined yeast and
moulds count (TYMC)

Test for specified
Microorganisms
Escherichia coli
MikpoGionoriuna uucrora
1. 3aranbua KiTbKICTb
KHTTEIAATHHX aepOOHHX
mikpooprauizmis (TAMC)
3aranbMa KiTbKIiCTh
NTiCEHEBHX TA APKIDKOBHX
rpubis (TYMC)

2. Creuwudiuni
MIKPOOPTaHi3MH:
Escherichia coli

Not more than 1000 cfu per g

Not more than 100 cfu per g

Should be absent per | g

He 6uipwie 1000 KVYOR1r

He Ginbwe 100 KVO®s | ¢

MoBunti O¥TH BiaCYTHIB | T

Less than 10 cfuper g

Less than 10 cfuper g

Absent

Menwe 10 KYO/T

Menwe 10 KYO/Ir

BiacyThi
Labelling . Should correspond to the MQC requirements Complies
Mapkypanus TMosuuko Rignosinatu BuMoraM MK ' Binno?ai,uae
Carparate

7.2 AZ. Industrial Cstaies, Sanath Nagar Hyderbad 500 018 Te angana, tncha

T +9} &0 13704325 S 25




HETERQ LABS LIMITED

(UNIT=V] SEZ {UNIT-1)

Factory * S Mo 439, 440, 44] & 458,
HETER TSIC Formulation SEZ,

Polepslly (W, Jadcharla (M)

Mahaboob Nagar [Dist] - 503301

Certificate No.: 5006 Page 5 of §
= __(_'v_:_pn!g?iﬁnr Ne: SSFP25006578 | Cropinka 535
Packaging Should correspond to the MQC requirements Complies
| INakyBanun [loBuHHO BiANOBIgaTH BuMoram MK Bianosinae

I hereby certify that the above informaiion is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control ai 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 destination couniry. The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

Lfunr 52 3ac6i0uYI0, Hjo Haedena sue IRGOPMAIIfL C OOCmMOBIPpHO ma moynoio. Lo cepiio npooyryit Gyno
SuPOBACHO (BRIIGUAHONY NAKYEUNHA/MAPKVEAHHI) M KOHMPOL 1T AKOCMI HA GUIME3AHAYCHIH GUpOBHUN I
OinbHuyi nposedeno ¥ nosHil GIONOBIOROCMI 3 BUMOZAMU, 3AIHANERUMU 6 YUIHIl nacmarnosi 3 GMP,
zameeposiceniii Minicmepemsom oxoponu 300pos st Ykpainu, i 3 susmozamu pecempayitinozo 00¢ee kpainu
npusnauenns. ITpomoxoiu supobuuymed, NGEYSAHHA MG QRAN3IG GYI0 REPeAANYMO Md 8CIMAHOBIEHO
gionogionicme GMP.

Name | GAJANAN DASHARATH WARE
Position of person authorising the batch release | AGM, Quality Assurance

_ lpissame | A NAHAH JALLIAPAT BAPE
Mocana ocobH, AKA BUAATA A03BLT HA BHTTYCK Cepil
ACHCTEHT MJIOBHOIMC MCHEOKEDPA,
320e3Ne4YCHHN AKOCTI

Signature of person authorising the batch release (;:t:) AL
Tianuc ocobu, Aka Buiana 8031 Ha BHIYCK cepii L
——
Date of signalure
JlaTa nignmMcaHHs I18-08-2025
Corparate
77 Az, nadustonl Tsiates, Sanath Naaar Hydembad 500 018 Teargana India

T +31 40 23704925/ 25
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