- Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Telsartan® H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
Ipoayxkt: Tencapran® H (ruapoxnopornasuatrenmucapran) tabnerku 12,5 mr+40 mr

Market / PoiHok : Russia / Poccust

Batch No. / . Batch Quantity / . 400000 tab /

Cepus No § G2607784 Pa3zmep cepun * 400000 Ta6

Analytical Repovrt No./ . 890001891763 Date of Analysis / . 24/06/2026
AHANUTHYECKHH oTyeT No JaTa anaamsa

Date of Manufacture / . 15/05/2026 Date of Expiry / . 30/04/2028

Jata npou3BoacTsa Togen g0

Mfg. License No. /

ITponsBoacTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY  : JIIT-Ne(001632)-(PI'-RU)
JnueH3us Ne

Analysis performed according to ND / Ananau3 uposeaen no H/I:
Artworks of primary package approved: / MakeTsI nepBHYHO ynakoBKku yreepxiaenni: 17.02.2025

Artworks of secondary package approved: / MaxkeTbl BTOpUYHOI1 ynakoBKH yTeepxaens:: 17.02.2025
PL approved: / JIB yrBepxkaen: 17.02.2025

JIN-Ne(001632)-(PT-RU)-040823

Page 1 of 6 / Ctp. 1 u3 6

Ne |Test / [Moka3zaTenn

Result / Pe3yabTaThl

Specification / Hopma

1 |Appearance / Onucanne

Oblong biconvex bilayered tablets with
pink layer on one side and white layer with
pink patches on the other side with break
line and 'T" & '1" debossed on either side of
break line. / OsanbHoii  dopMel,
JIBOSIKOBBITTYKJIBIE, JBYXCIIOHHBIE
TabNeTKy, OAMH CJIOM pO30BOro LiBeTa,
apyroi  crmoit  Genoro  ugeta ¢
BKparuieHUAMH po3oBoro Lsera. Ha Genoit
TIOBEPXHOCTH TabNeTOK UMEEeTCs pucKa W
THcHeHUust «T» K «1» mo pasHble CTOPOHBI
OT Hee.

Oblong biconvex bilayered tablets with light pink
to pink layer on one side and white to off white
layer with possible pink patches on the other side
with break line and 'T' & '1' debossed on either side
of break line. / OsampHON  dopmsl,
JBOSIKOBBIMYKJIbIE, ABYXCIIOHHBIE TabIETKH, ONUH
CJIOf OT CBETJIO-PO30BOrO JO PO3OBOrO LBETA,
Apyroit cnoit ot 6esoro Ao noutH Gestoro ugera ¢
BO3MOXCHBIMH BKpArjeHUsIMH po30BOro ugera. Ha
Oenoii MoBEepXHOCTH TabJEeTOK MMeeTcs pucka U
THCHEHHs «T» 1 «1» Mo pa3Hble CTOPOHEI OT Hee.

2 |Identification / UaenTudmxauusn
telmisartan and
hydrochlorothiazide /
menmucapman u
2uopoxnopomuazud

The retention times of the main peaks in the
chromatogram of test solution correspond
to those in the chromatogram of telmisartan
and hydrochlorothiazide reference
standards solution (Assay section). /
BpemeHa ynepXuBaHus OCHOBHBIX [MHKOB
Ha XpoMaTorpamMmme HCIIBITYEMOTO
pacTBOpa  COOTBETCTBYIOT  BpEMEHaM
YAEpXKUBAHHUS  OCHOBHBIX  THKOB  Ha
XpoMaTorpaMMe pacTBOpa CTaHOAPTHLIX
00pasLoB TenMucapTaHa u
THAPOXJIOPOTHA3WA.

The retention times of the main peaks in the
chromatogram of test solution should correspond
to those in the chromatogram of telmisartan and
hydrochlorothiazide reference standards solution
(Assay section). / Bpemena ynepxuBaHus
OCHOBHBIX [IMKOB Ha Xpomartorpamme
UCIIBLITYEMOTO pacreopa IOJDKHBI
COOTBETCTBOBATh  BPEMEHAM  yJAEp)KUBaHHs
OCHOBHBIX MMKOB Ha XpOMaTorpaMme pacTBOpa
CTaHHApTHHIX  00pa3LoB  TelNMHcapTaHa U
ruapoxyopothaszuga (pasgen «KonuuectseHHoe
ONpeJeneHue).

3 |Disintegration /
Pacnagaemocrs

07 min/ 07 muy

Not more than 15 min /
He Gonee 15 MuH.

4 |Dissolution / PacTtBopeHnue

Telmisartan / Teamucaprau

Unit-1 / Ta6n.-1 96 %
Unit-2 / Tabn.-2 96 %
Unit-3 / Ta6n.-3 97 %

Not less than 75 % (Q) of C33H39N4O; (telmisartan)
label claim after 45 min. /
He wmenee 75% (Q) OT HOMHMHAIBHOTO

Ilpumeuanne: [Tpoaykr

Remarks : The Product confirms to ND/
TBETCTBYET TpeboBauuam HJL

Conclusion : APPROVED /
3akJiiouenue:

OJOBPEHO

€hecked by /

Prepared by /

Checked by (AQA) /

Hposeg%o/(i\OK):

Approved by:

Quality Assurance/Authorized person /

Onob6peHo: Obecneyenue kauecTBa/OTBETCTBEHHOE JIMLIO:

Date / o te / o
: 2506—20&3&1'&1:%‘66 ?0215}:)[;& 25-06-2024

Date /
Jara:
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"~ Dr.Reddy’s ":.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Telsartan® H (Hydrochlorothiazide+Telmisartan) Tablets

N ponykr: Tencaprau® H (ruapoxsnopotHasuatrenmucaprat) Tabnerku 12,5 Mr+40 mr

12.5 mg+40 mg

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 400000 tab /

Cepusi Ne g Pazmep cepuu 400000 Tab

Analytical Repourt No./ . 890001891763 Date of Analysis / . 24/06/2026
AuvanutHyeckuii oryet No JlaTa aHaiu3a

Date of Manufacture / . 15/05/2026 Date of Expiry / . 30/04/2028

Jata npou3BoACTBA Topen ao

Mfg. License No. /

IponseoacTBeHHAA : 59/RR/AP/97/F/R MA number: / Homep PY  : JIIT-Ne(001632)-(PT-RU)
JIHeH3Hs Ne

Analysis performed according to ND / Auwann3 nposeaex no H/I:

Artworks of primary package approved: / MakeTsl nepBHYHOI ynakoBKH yreepxiaeHbr: 17.02.2025
Artworks of secondary package approved: / MakeTsl BTOpHYHOI ynakosku yreepxaensi: 17.02.2025

PL approved: / JIB yrepxaen: 17.02.2025

JITI-Ne(001632)-(PT-RU)-040823

Page2 of 6/ Ctp. 2 u3 6

Ne  |Test / [NokazaTean Result / Pe3ynbTaTh! Specification / Hopma

Unit-4 / Tabn.-4 96 % comepxkanusa CisHioN4O, (TenmucapraH) dyepes
Unit-5 / Tabn.-5 96 % 45 MuH.
Unit-6 / Tabn.-6 99 %

Hydrochlorothiazide / Unit-1 / Ta6in.-1 99 % Not less than 75 % (Q) of C;HsCIN3O4S;

I'mapoxsiopoTHasua Unit-2 / Tabn.-2 100 % (hydrochlorothiazide) label claim after 45 min. /
Unit-3 / Ta6bn.-3 97 % He wmenee 75% (Q) OT HOMUHAIBHOIO
Unit-4 / Ta6n.-4 100 % copepskanusi C7HgCIN3O4S, (runpoxnopotuasun)
Unit-5 / Ta6n.-5 98 % yepes 45 MuH.
Unit-6 / Tabn.-6 100 %

5 |Impurities / Ilpumecu -

Telmisartan / Tenamucaprau

Chloro analogue / Xmopo aHanora
Individual unidentified impurity /
EnnHnyHas
HEWAEHTHHLIMPOBAHHAs NMPHUMECh
Total impurities /

Cymma npumMeceit

Impurity A / Ilpumecs A Not detected / ne o6Hapyxena

Impurity B / Ilpumecs B Below LOQ (LOQ = 0.007 %) / Huxe
NpejieNia KOJMYECTBEHHOTO ONpPEAEIEHUs
(ITKO = 0,007 %)

Impurity D / ITpumecs D 0.0043 %/ 0,0043 %

Impurity TMS1 / Not detected / He o6HapysceHa

IMpumecs TMS1

Dimer acid impurity / Jumeproii  [Below LOQ (LOQ = 0.010 %) / Huxe

KUCTOTBI npenena KOJIMUECTBEHHOO ONpeIENeHus

(TIKO = 0,010 %)
0.01 %/ 0,01 %
0.01%/0,01 %

0.03 %/ 0,03 %

Not more than 0.20 % / He 6onee 0,20 %
Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He Gosnee 0,20 %
Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He Gosiee 0,20 %

Not more than 0.20 % / He 6osee 0,20 %
Not more than 0.20 % / He 6onee 0,20 %

Not more than 1.0 % / He 6onee 1,0 %

Hydrochlorothiazide /
IaapoxJyiopoTuasua

Remarks : The Product confirms to ND/
Ipumeuanne: ITponykr cogreeTcTBYET TpeboranusaMm HJI

Conclusion : APPROVED /
3akmodenune: OJJOBPEHO

Prepared by / e '@mcked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
I'lonr g2 HO: [Mposepeno (AOK): | Onobpeno: ObecneyeHne kauecTBa/OTBETCTBEHHOE JTULIO:
2 I -
7
Date / 2Gel~20048 Date %‘,.0 b6-202fDate ./ 25 -06-20 74 | Date / 2 T—al—-TUs
Jara: Jlara: Jlara: Jara:




‘Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product : Telsartan® H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
IpoayxT: Tencapran® H (ruapoxnoporuasnatrenmucapran) Tabnetku 12,5 mr+40 mr

Market / Peinok : Russia / Poccus

Batch No. / ] Batch Quantity / . 400000 tab /
Cepusn Ne § C2607084 Pazmep cepuu * 400000 Ta6
Analytical Repourt No./ . 890001891763 Date of Analysis / . 24/06/2026
A”aguTnyeckuii oTuyer No Hata anannza

Date of Manufacture / . 15/05/2026 Date of Expiry / . 30/04/2028
JlaTra npousBoacTea T'ogen o

Mfg. License No. /
IIpon3BoacTBeHHasi
JavueH3ug Ne

: 59/RR/AP/97/F/R

MA number: / Homep PY  : JIII-Ne(001632)-(PI'-RU)

Analysis performed according to ND / Auanus nposeaen no H/I:
Artworks of primary package approved: / MakeTrsl nepBH4YHOH ynakoskn yreepxkaensi: 17.02.2025
Artworks of secondary package approved: / Makersl BTopu4HoO#i ynakoBku yreepxaensi: 17.02.2025

PL approved: / JIB yrBepkaen: 17.02.2025

JIM-Ne(001632)-(PT-RU)-040823

Page3 of 6/ Crp.3 3 6

N [Test / Ilokasareanb Result / Pe3yabTaThl Specification / Hopma
Impurity A / Tlpumecs A Not detected / He oGHapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity B / [Ipumecs B 0.03%/0,03 % Not more than 0.50 % / He Gosnee 0,50 %
Impurity C / ITpumecs C 0.06 % /0,06 % Not more than 0.50 % / He 6onee 0,50 %
Individual unidentified impurity/ ~ |Below LOQ (LOQ = 0.013 %) / Huxe Not more than 0.20 % / He 6onee 0,20 %
EqvnuyHas npenesa KoMWUeCTBEHHOTO OTpeeeH s
nennenTrduLuposannas npumecs |(IMKO = 0,013 %)
Total impurities / 0.1%/0,1 % Not more than 1.0 % / He Gonee 1,0 %
CymMma npumeceii
6 |Water / Bona 09%/09% Not more than 6.0 % / He 6osee 6,0 %
7 |Uniformity of dosage units / OqHOPOAHOCTH 103HPOBAHHBIX EAHHHIY
Telmisartan / Tenmucapran 2.8/2,8 The acceptance value (AV) should be less than or
Hydrochlorothiazide / 5.8/58 equal to 15.0 / Tlokasarens npuemnemoctu (AV)
I'nppoxsaopoTuasin JoJbkeH 6biTh He Gosee 15,0
8 |Microbiological purity* / MukpoGuosoruueckas 4Hcrora*
a) Total Aerobic Microbial Count / Less than 10 CFU/g / Not more than 10° CFU/g /
O61ee yneso a3poGHBIX MUKPO- Menee 10 KOE/r He 6onee 10’ KOE/r
OpraH13MOB
b) Total yeasts and molds count / Less than 10 CFU/g / Not more than 102 CFU/g /
Ob61ee UMCIO OPONOKEBBIX U Meuee 10 KOE/r He Gonee 10? KOE/r
IUIECHERBIX MPHOOB
¢) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OrcyrcrByeTB 1 T OrcyTrctBUEB 1 T
9 |Assay / KosuuecTBeHHOe onpeaesieHHe
Telmisartan / Tenmucapran 399 mg /39,9 mr 38.0 to 42.0 mg of Cs3H3oN4O;, (telmisartan) per
tablet. / Ot 38,0mr mo 42,0 mr Ci3H3NsO;
(TenMucapTaH) B TableTKe.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [ponykT coQrercTByeT Tpebopanmsm HJT 3axsouenne: OJOBPEHO
Prepared by/ ecked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
ﬂo.ar' Fje ﬂmﬂ 2 [Mposepesio (AOK): | Ogobpeno: Obecneuenne kayecTsa/OTBETCTBEHHOE JIULIO:
. 2506 wc‘ﬁ"e’z@ag 202f e p5-96-2008 | Date! FReteh




- Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product : Telsartan® H (Hydrochlorothiazide+Telmisartan) Tablets

I poayxr: Tencaprau® H (ruppoxnoporuasuat+renmucapran) tabnetku 12,5 mr+40 mr

12.5 mg+40 mg

Market / Peinok : Russia / Poccus

Batch No. / " Batch Quantity / . 400000 tab /

Cepusa Ne : C2607784 Pa3zmep cepum © 400000 Tab

Analytical Repourt No./ . 890001891763 Date of Analysis / . 24/06/2026
AHanuTnudecknii otuer Ne JaTa ananusa

Date of Manufacture / . 15/05/2026 Date of Expiry / . 30/04/2028

JlaTa npom3BoacTBa T'opeH go

Mfg. License No. /

IMponseoacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY  : JIII-Ne(001632)-(PT"-RU)

JUIEeH3ua Ne

Analysis performed according to ND / Anann3 npoeenen no H/I:

PL approved: / JIB yrBepxaen: 17.02.2025

Artworks of primary package approved: / Makerns! nepBHYHOI ynakoBku yreep:kaenbi: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpUYHOIi ynakoBKu yrseps:kaensl: 17.02.2025

JITI-Ne(001632)-(PT-RU)-040823

Page4 of 6/ Ctp. 4 u3 6

Ne |Test / IlokazaTenasb Result / PesyabTaTsl Specification / Hopma
Hydrochlorothiazide / 12.378 mg /12,378 wmr 11.875 to 13.125 mg of CsHgCIN3O4S,
I'uapoxnopoTHasua (hydrochlorothiazide) per tablet. /

Ot 11,875 mr go 13,125 mr C;HgCIN3O4S;
(rvppoxyiopoTnasun) B TabIeTKe.

10 |Packaging / Onuncanue ynakosku |7 tablets in a (PVC/AI/PA) foil/aluminum |7 tablets in a (PVC/AI/PA) foil/aluminum foil
foil blister. 4 blisters and a patient|blister. 2 or 4 blisters and a patient information
information leaflet (package insert) in a|leaflet (package insert) in a carton.
carton. / Tlo 7 Tabnerok B 6nucrepe u3|6 or 10 tablets in a (PVC/AI/PA) foil/aluminum
(TIBX/AVIIA) donsru/amomunnesoii | foil blister. 3 blisters and patient information
donern. Ilo 4 Gmucrepa Bmecte clleaflet (package insert) in a carton. /
WHCTPYKUHMEH Mo npuMeHeHHto (tuctkoM-|ITo 7 tabierok B Gnucrepe us ([IBX/AI/TIA)
BKJNAJBIIIEM) B MAYKY KAPTOHHYIO. tdonsru/amomunuesoit Gosbru. Io 2 unm 4

6nucTepa BMECTe ¢ HHCTPYKUMEH Mo
MPUMEHEHHIO (JIMCTKOM-BKJIA/BIILIEM) B TTAUKY
KapTOHHYIO.
ITo 6 nmm 10 Tabnerok B GnucTepe u3
(ITBX/AV/TIA) dbonbri/amoMUHHEBOH (HONBIH.
ITo 3 6nucrepa BMecTe ¢ MHCTPYKLHUEHH 110
NpHUMeHeHHIO (JIICTKOM-BKJIafBIIIeM) B TAYKy
KapTOHHYIO.

11 |Labeling / MapxupoBka Complies / CoorBercTByeT In accordance with the approved artwork (see
Section 1.3.2 of Module 1 of registration dossier).
/ B cOOTBETCTBUH C YTBEPIKAEHHBIM MakeToM (CM.
pazzmen 1.3.2 momyas 1 perucTpaliHOHHOTO
IOChE).

12 |Storage / YcinoBusi XxpaHeHHst At temperature not higher than 25 °C. / IIpu Temnepatype He Boilne 25 °C.

| 13 |Shelf-life (storage period) / Cpox |2 years. /2 rona.
rogHocTH (CPOK XpaHeH!s)

Remarks : The Product confirms to ND/
Mpumeuanne: INponykT cgotBercrByeT TpeGoBanusam HJI

Conclusion : APPROVED /
3axmoyenne: OJJOBPEHO

Prepared by f'Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /

Moz @." ,,-;'.,;’ C HO: [Tpoeepenp (AOK): | Onobpeno: Obecnederue kadecTBa/OTBETCTBEHHOE NNLO:
|z i - SL =

Date / 25%, 70724 Date / %‘_56,.202 é"ﬁ)ate / 25 é’—&)ZJ Date / ool —2alh

Jlara: Jara: Jlara: Jlara:




" Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Telsartan® H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
INMpoaykr: Tencaptan® H (runpoxnoporuasuat+renmucapran) Tabnetku 12,5 mr+40 Mr

Market / PoiHok : Russia / Pocceus

Batch No. / . Batch Quantity / . 400000 tab /

Cepus Ne v GABOTE Paszmep cepuu * 400000 Tab

Analytical Repovrt No./ . 890001891763 Date of Analysis / . 24/06/2026
AHamuTHYEeCKHIT oTyeT N JlaTa anaausa

Date of Manufacture / . 15/05/2026 Date of Expiry / . 30/04/2028

JlaTa npoH3BOACTBA Toaen xo B

Mfg. License No. /

Ilpou3BoaCTBEHHAN : 59/RR/AP/97/F/IR MA number: / Homep PY  : JIII-Ne(001632)-(PT-RU)
auueHszusa Ne

PL approved: / JIB yreepxaen: 17.02.2025

Arialysis performed according to ND / Anannz npoBegen no H/L:
Artworks of primary package approved: / MakeTbl nepBu4HO#l ynakoBku yTeepsxaenbi: 17.02.2025
Artworks of secondary package approved: / MakeTb! BTopMYHO# ynakoBku yrBepaxaenbr: 17.02.2025

JITI-Ne(001632)-(PI'-RU)-040823

Page50f 6/ Ctp.5u36

*Test is performed periodically (with the interval of 1 from 20 batches, or at least once a year). The test can be absent in the Certificate

of Analysis / *[TpoBoauTcs MPOU3BOAMTENIEM TIPH BhINYCKE NMepUoanuecku (¢ MHTEpBaioM ofHa cepus w3 20 niu He MeHee 1 pasa B

ron). ITokasaTenb MOXeET ObITh HE BKITIOUE

H B cepTUdUKAT aHami3a GUPMBIL.

JI®:

API name (INN) / Hydrochlorothiazide / Telmisartan /
Hanmenosanne A®C (MHH): I'ugpoxnopornazug Tenmucapran
API manufacturer batch number / 22050HC10RII ABSH002449
Homep cepuu npounssoantens ADC:

FP Manufacturer API Batch number /

Homep cepun cydcTaHuuHN NPON3BOANTES FCQA00032 FCSA00724

API Manufactured by, address & country /
Iponssoantennr A®C, aapec n cTpaHa:

Ipca Laboratories Limited, Sejavta,
District Ratlam 457 002, Madhya
Pradesh, India /

Unka JTabopaTtopuz Jlumuren,
Cemxcanra, Quctpukr Patnam, 457 002,
Maaxes-Ilpagew, Mnans

Dr. Reddy’s Laboratories Ltd., Plot No.
1, 75A,75B, 110, 111 & 112, Sri
Venkateswara, Co-operative Industrial
Estate, Bollaram, Jinnaram Mandal,
Sangareddy District, Telangana- 502 325,
India/

H-p Pennu’c Jlabopatopuc Jlumuren
Ioppaznenenue
XMMHKOTEXHOJIOrH4YecKux onepauui - 11
Vuactku Ne 1, 75A, 75B, 105, 110, 111 u
112, KoonepaTuBHO-IPOMBILIIEHHbIH
xommnnekc Ilpu Benkarecrapa,
Bonnapam Bumnamk, I xuHHapam
Manpan, Canrapeanu JIMCTPUKT,
Tenanrana-502325, Uugus

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Bachupally (Mandal), Medchal-Malkajgin (Dist.)., Telangana, India (license No

59/RR/AP/91/F/R) /

Remarks : The Product confirms to ND/
Tpumeuanue: IIpoaykT cooTBeTCTBYET TpeGoBanmsm HJI

Conclusion : APPROVED /
3akmwoyenne: OJJOBPEHO

Prepared by / y . Checked by /
Io Ip@eepeHo:
() iy

Hposepeﬁ‘o (AOK):

Checked by (AQA)/

Approved by: Quality Assurance/Authorized person /
Ono6peno: Obecneyenune kauectpa/OTBETCTBEHHOE JIULIO:

Date / 25@6_2026?

Jlara: Jlara:

JHara:

Date /95~ 08~900FDate /Zg._o ¢-2026

Date / T=ab-2akb

Hara:




" Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Telsartan® H (Hydrochlorothiazide+Telmisartan) Tablets 125 mg+40 mg
IMpoayxr: Tencapran® H (runpoxnopornazuntrenmucapran) tabnerku 12,5 Mr+40 mr

Market / PeiHok : Russia / Poccust

Batch No. / . Batch Quantity / . 400000 tab/

Cepnsi Ne ¢ CAFIRE Pazmep cepuu * 400000 ta6

Analytical Repourt No./ . 890001891763 Date of Analysis / . 24/06/2026
AunajguTnyeckuii oTuer Ne JlaTa anannza

Date of Manufacture / . 15/05/2026 Date of Expiry / . 30/04/2028

JlaTa npomn3BoacTBa T'ogen ao

Mfg. License No. /

IpousBoacTBeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY  : JIII-Ne(001632)-(PI'-RU)
Juuensus Ne

Analysis performed according to ND / Anaan3s nposeaen o H/I: JITI-Ne(001632)-(PI'-RU)-040823
Artworks of primary package approved: / MakeTsl nepBHYHOH yNakoBKH yTBepxaeHs: 17.02.2025
Artworks of secondary package approved: / MakeTsl BTOpUYHOi1 yHaKOBKH yTBep:xkaeHsl: 17.02.2025
PL approved: / JIB yrBepskaeH: 17.02.2025

Page 6 of 6/ C1p. 6 u3 6

HaumenoBaHmue, agpec, THUEH3US A5 IpouzeoacTBeHHOE MoapazaeiieHue - 3, yyactku Ne 41, yactes 42, yacts 45 1 yacte
IponsBoacTBeHHAS MIOMI2AKA / 46, Bauynannu (Bumnamk), bauynamiu (Manpan), Meauan-Mankamxrupu ([ucr.),
wrat Tenaurana, Uuaus (mmuensus Homep S9/RR/AP/97/F/R)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/01293-2024 dt.17 April 2024) and requirements to the medicinal
quality and with the specifications in the Marketing Authorization dossier of the importing country. Production, packaging and testing
records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is establishedy. /
3akaioueHue o coorBeTcTBUU: «HacTosuM s MOATBEPIKAAIO, UTO MPUBEAEHHAs Bblle HH(POPMALIHA SBIIETCA JOCTOBEPHOH M TOYHOH.
Orta cepus MPOAYKUMH Mpou3BeneHa (BKIOUas ynakoBKy (MapKUPOBKY) M KOHTPOJb Ka4ecTBa) Ha BhILIEyKa3aHHOH MPOU3BOJCTBEHHOM
rowtazke (TMJoMAaAKax) B MOJHOM COOTBETCTBUU ¢ TpeGoBaHuamu [Ipasui Hapnexalleli MPOU3BOACTBEHHOM NpakTUkU EBpaszuiickoro
skoHoMuueckoro corosa (No GMP/EAEU/RU/01293-2024 ot 17 anpens 2024) u TpeGOBaHHAMM KOHTPOJIA KaueCTBA JICKAPCTBEHHBIX
CPEACTB, a TAkKe B COOTBETCTBUU CO cneldUKaumsamu, COaepKalUMUCT B PETHCTPALMOHHOM AOChE CTpaHbI-MMIOpTepa. 3amucu no
MPOM3BOJCTBY, YNAKOBKE M aHAIM3Y MPOBEPEHBI, H YCTAHOBIEHO HX cooTBeTcTBHE TpeboBaHuaM [IpaBui HaIexaleil Mpou3BOACTBEHHO
npakTHKW EBpasuiickoro 3KOHOMHYECKOro CO03ay.
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