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Dr. Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoayxr: Letpun® Tabnetku, MOKpLITbIE NIEHO4HOH 060104KOMH, 10 Mr

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / 5000000 tab /

Cepusa Ne 8 BRSO Pasmep cepun 5000000 Tab

Analytical Repovrt No./ . 2002FP26000880 Date of Analysis / 30-04-2026

AHanuTHYecKHii oTueT Ne JaTa aHaau3sa

Date of Manufacture / . 26.02-2026 Date of Expiry / 31-01-2029

JaTa nponsBoacTea T'ogen go

Mfg. License No. / MA ber: /

ITpou3BoacTBeHHas : 63/RR/AP/96/F/R " JITT-Ne(005456)-(PT-RU)
Homep PY

JMueH3ust Ne

Analysis performed according to ND: / Anaan3s nposeaen no H/I: JIIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makersl nepBuuHoii ynakosku yreepxiaensi: 12,11.2024
Artworks of secondary package approved: / MakeTbl BTOpu4HOii ynakoBKkH yTeepxkaennbi: 17.02.2025
PI. approved: / JIB yTrepwaen: 15.05.2024

_ﬁ'e Test / IloxazaTenan

Result / Pe3yJibTaThl

1 diescripﬁon / Onucaunne

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrnsie nBOsKOBBINYKiblE TablETKH,
MOKpbIThIE  [JIGHOUHOW  obonoukoit
benoro 1uBera, ¢ PpHUCKOM Ha OIHOI
ctopoHe. Ha nonepeuHoM paspese —
aapo Genoro LeerTa.

Specification / Hopma - »
White or off-white coloured, round, biconvex
film coated tablets with a break line on one
side. White to off-white core on cross section.
/ Kpyrnible ABOSKOBBIMYKJIbIE TabMETKH,
MOKpPBIThIE TIEHOYHOH o6osoukoit Genoro
WJTH NIOYTH OENIOro LBETa, C PUCKOM Ha OIHON
cTopoHe. Ha monepeuHoM paspese sSapo OT
Genoro 1o nmouTH Genoro LBeTAa.

Identification /
Nnentnduxannsa

2

HPLC / BOXX

The retention time of the main peak in
the chromatogram of test solution

[complies with the retention time of the

main peak in the chromatogram of
Cetirizine Hydrochloride reference

The retention time of the main peak in the
chromatogram of test solution should comply
with the retention time of the main peak in the
chromatogram of Cetirizine Hydrochloride
reference standard solution (section "Assay").

standard solution. / Bpems ynep>xuBanus /

OCHOBHOTI'O IMHKA Ha XpOMaTorpaMme

BPEMH yYaepKMBaHMA OCHOBHOrO INKKa Ha

HCIBITYEMOrO pacTBOpa COOTBETCTBYET  |xpomaTorpaMme UCMBITYEMOTO pacTBOpa

BpEMEHU YIEeP>KHBAHHUA OCHOBHOTO MUKa
Ha XpoMaTorpaMme CTaHAapTHOrO
pacTBOpa LIETUPU3MHA THIPOXJIOpUIA.

NOIKHO COOTBETCTBOBATH BPEMEHH
YAEP:KHBAHHA OCHOBHOTO MUKa Ha
XpOMarorpaMme CTaHAapTHOrO PacTBopa
LeTHpH3HHA ruapoxiopuaa (pazaen
«KonuuecreeHHoe onpeaeieHHe»).

Remarks : The Product confirms to ND/

Ilpnmeuanue: [Ipoaykr coorseTcTByeT TpeboaHusm HJJ

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

Prepared by /
IloarorosneHo:

B. Satyanarayana-
Quality control- Team

Member gz ; o
!

Checked by / [posepeHo:
D. Latha - Quality control-
Team Member

g

Checked by (AQA) /
IpoeepeHo (AOK):

Member
FUN

Siva Sankaru Kummari
Quality Aﬁurance- Team

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: ObecneuyeHue
KauecTBa/OTBETCTBEHHOE JIMLIO:
S. Haneef- Quality Assurance- Team
Member }

Y =

1
Date /J1ata: 30-04-2026

Date /[T1ata: 30-04-2026

| Date /Jlata: 30-04-2026

Date /Iata: 5{0 {2 5
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'Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Hpoaykr: Llerpun® TabneTku, NOKPBITHIE MIEHOYHOMH 060J04yKoi, 10 Mr

Market / Pbinok : Russia / Poccus

Batch No. / . Batch Quantity / 5000000 tab /

Cepusi Ne S Pasmep cepuu 5000000 Tab

Analytical Repovrt No./ . 2002FP26000880 Date of Analysis / 30-04-2026

AHannTH4YecKHii oTueT No Jara anaansza

Date of Manufacture / . 26.02-2026 Date of Expiry / 31-01-2029

JlaTta npou3BoacTea Tonen no

Mfg. License No./ MA -

MpoussoacTBeHnas : 63/RR/AP/96/F/R fumoer: JI-Ne(005456)-(PT-RU)
Homep PY

JHueH3ns Ne

PL approved: / JIB yrBep:xkaen: 15.05.2024

Analysis performed according to ND: / Anann3 nposegen no H/I: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTnl nepBu4Hoii ynakoBxkH yreepskaenn: 12.11.2024
Artworks of secondary package approved: / MakeThsl BTOpHYHOIi YNaKOBKH yTBepxAeHni: 17.02.2025

UV- spectrophotometry /
Y®- cniektpodoToMeTprs

Complies / CooTBeTcTBYET

‘The UV-spectrum of the test solution and the
(Cetirizine Hydrochloride reference standard
isolution in the range 200 nm to 400 nm should
exhibit maxima absorbance at about the same
lwavelengths with an allowed variation of £2
nm. / Y®-crekTps! NOrIoWeH s
[MCMBITYEMOTO pacTBOpa K CTAaHAAPTHOTO
[pacTBopa LIETUPU3UHA MHAPOXJIOPHAA B
lo6nacti oT 200 1o 400 HM TOMKHEI UMETH
imaxcumy.wbl MNOTJIOLIEHHs IPH OAHOM U TOH
K€ AUIMHE BOJIHBI C AOMYCTUMbBIM
lorxnoneuuem + 2 HM.

5 ' —:Water content / |

|Conepxanue BOAbI | 3.0%/3,0%

[Not more than 8.0% /
He Gonee 8,0 %

\Acceptance value (AV) should be not more N
than 15.0 / Tokasatens npuemiemoctu (AV)
nonxeH ObiTh He Gostee 15.0.

4 'Uniformity of dosage units / |

OOHOpPOAHOCTE A03MPOBAHHBIX 44/44
\ !eummu
5 Dissolution / Pacreopenue

|

‘ 102%; 101%; 101%; 100%; 100%;

102%.

‘Not less than 80% (Q) of the labeled amount
of Cy1Ha5CIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) OT HOMMHAIBHOTO COAECPXKAHUA
C»H25CIN>O3- 2HCI (uetupusuHa
auruapoxiopun) yepes 30 MuH.

Remarks : The Product confirms to ND/
[Tpumeuanue: IIpoaykTt coorBercTByeT Tpedoranusam HJJ

Conclusion : APPROVED /
3aknwyenne: OJJOBPEHO

Prepared by /
INoaorotosneHo:

B. Satyanarayana-
Quality control- Team

Member gg =

Checked by / ITpoeepeHo:
D. Latha - Quality control-
Team Member

G

Checked by (AQA)/
[TposepeHo (AOK):

Siva Sankaru Kummari

Quality Assprance- Team
Member i

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecrnieuenne
kauecTBa/OTBETCTBEHHOE JIULLO:

S. Haneef- Quality Assurance- Team
Member X

Date /[1ara: 30-04-2026

Date /[Tara: 30-04-2026

Date /ara: 30-04-2026

Date /[lara; SVO'_’@“f QIpz/é
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Dr. Reddy’s “:‘O

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: LeTpH® TabneTkH, NOKPBIThIE MUIEHOYHOMH 0600uKO#, 10 MI

Market / PoiHok

: Russia/ Poccus

Batch No. / . Batch Quantity / 5000000 tab /

Cepus Ne e Pasmep cepun 5000000 tad

Analytical Repo:‘t No./ . 2002FP26000880 Date of Analysis / 30-04-2026

AHajnTHYeCKHi oTyeT No Jarta ananu3a

Date of Manufacture / . 26-02-2026 Date of Expiry / 31-01-2029

JaTa npou3ssoacTea Togen no

Mfg. License No. / MA number: /

IlponsBoacTBeHHan : 63/RR/AP/96/F/R u : JITT-Ne(005456)-(PI'-RU)
Homep PY

JHuIeH3nsA No

Analysis performed according to ND: / Anann3 nposeaen nmo H: JIIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makersl nepBu4HO# yNaKoBKH yTBepxaenb:: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOPHYHOIi ynakoBky yrsepxaenni: 17.02.2025
PL approved: / JIB yrBepxkaen: 15.05.2024

6 Impurities / [Tpumecu
Tmpurity A / Not detected / He o6Hapyxena
Mpumecs A
Impurity B / 0.01%/0,01%
[Mpumecs B
Impurity C / Not detected / He oGHapyskeHa
IMpumecs C
Impurity D / Not detected / He oGHapysxeHa
Tpumecs D ‘
Impurity E / Less than LOQ (LOQ = 0.023 %) /
IMpumecs E Huxe npenena KOINYECTBEHHOTO
Impurity F / onpeneneuns (ITKO = 0,023%)
ITpumecs F

Not detected / He o6Hapyxena
Any individual unidentified

impurity / JlioGas eqMHuuHas 0.07%/0,07%
HeuIeHTU(UIMPOBaHHAS IPUMECh

\

\

Total impurities / 0.2%/0,2%

CymMma npumeceii

\

gNot more than 0.2 % / ne 6onee 0,2 %
[Not more than 0.2 % / ne 6onee 0,2 %
Not more than 0.2 % / He Gonee 0,2 %
%Not more than 0.2 % / ue 6onee 0,2 %

[
Not more than 0.2 % / e Gonee 0,2 %

\
Not more than 0.2 % / e 6onee 0,2 %

Not more than 0.2 % /
He 6onee 0,2 %

Not more than 2.0% /
‘He oosiee 2,0%

Remarks : The Product confirms to ND/
Ilpumeuanne: Ilpoaykr cooTBeTCTBYET TpeGoBaHusiM HJI

Conclusion : APPROVED /
3axkmouenune: OJJOBPEHO

Prepared by /
IToaroroeneHo:

B. Satyanarayana-
Quality control- Team

Memberg sy /

Checked by / IpoBepeo:
D. Latha - Quality control-
Team Member

. =

Checked by (AQA)/
ITpoeepeHo (AOK):
Siva Sankaru Kummari

Quality Asgurance- Team
Member £

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: ObecrieueHue

kauecTBa/ OTBETCTBEHHOE JIULO:

S. Haneef- Qualjty Assurance- Team
Member ﬁ

Date /[1ata: 30-04-2026

Date /[ata: 30-04-2026

Date /ﬂaTa’: 30-04-2026

Date /[lara: 43/(5 _;.O\,( —'?"01’1:-
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHUO®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

IMponyxt: LeTpnu® TabneTKH, MOKPHITHIE MIEHOUHOH o6onoukoit, 10 mr

Market / Poinox

: Russia / Poccus

Batch No. / . Batch Quantity / 5000000 tab /

Cepusi Ne R Pasmep cepuu 5000000 Tab

Analytical Repourt No./ . 2002FP26000880 Date of Analysis / 30-04-2026

AHaJInTHYeCKHi oTyeT No Mata ananusa

Date of Manufacture / s 26-02-2026 Date of Expiry / 31-01-2029

JaTa nponssoacrTea Togex no

Mfg. License No. / MA ber: /

NponsBoacTBenHas : 63/RR/AP/96/F/R fimoer: JITE-Ne(005456)-(PT-RU)
Homep PY

auueH3us Ne

PL approved: / JIB yreepskaen: 15.05.2024

Analysis performed according to ND: / Ananu3 nposegen no H/I: JITT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBn4HO# ynakosky yreepxaensi: 12.11.2024
Artworks of secondary package approved: / MakeTrs! BTOpH4HO# ynakosku yTBepxkaens:: 17.02.2025

8 ﬁbdivision of tablets / B

7 \Assay / KonnuecTBeHHoe |

lonpeaeneHue
|

9.95 mg /9,95 mr
99.5 %/ 99,5%

From 9.0 mg to 11.0 mg of
{C21H25CIN2O;3- 2HCI (Cetirizine
Dihydrochloride) in tablet (90.0 % to 110.0 %
of label claim). / Ot 9,0 mr a0 11,0 mr
(C21H5CIN;O3- 2HCI (uetupuszuna
‘auruapoxsopua) B rabnetke (ot 90,0 % no
110.0 % OT HOMHHATILHOTO COACPIKAHMA ).

Jlesenue TabaeTox

Complies / CooTBercTByeT

The tablets comply with the test, if not more
ithan 1 individual mass is outside the limits of
185 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
lor, if 1 individual mass is outside the limits of
75 % to 125 % of the average mass. /
TabneTku COOTBETCTBYIOT TpeOOBaHUAM, ECIIH
jHe Gonee | eaguHMU4HAasA Macca OTKIOHSAETCS 3a
npeaenst 85%-115% ot cpeaHeit Macchl.
Tabnerku HE COOTBETCTBYIOT TpEOOBAHUAM,
leciin Gonee yem 1 UHAMBUYaNbHAS Macca
|OTKAIOHAETCA OT ITUX MPEAETOB HIH, ecnu |
HHAKMBMAYAIbHAS Macca OTKIIOHSETCS 3a
inpenensr 75%-125% ot cpenHeit macchl.

Remarks : The Product confirms to ND/

IIpnmeuanne: IIpoaykt cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axumouenne: OJIOBPEHO

Prepared by /
IMoarotosneHo:

B. Satyanarayana-
Quality control- Team

Member g /4 W

Checked by / ITposepeHo:
D. Latha - Quality control-
Team Member

Q2

Checked by (AQA) /
IMposepeno (AOK):
Siva Sankaru Kummari

Quality Assprance- Team
Member ﬁ

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: Obecneuenue
kayecTBa/OTBETCTBEHHOE JIULO:
S. Haneef- Quality Assurance- Team
Member 9\

I
Date /[1ata: 30-04-2026

Date /[lata: 30-04-2026

Date /I[aTa:| 30-04-2026

Date /[ara: {’:Zjd - G,{ 1< )/b




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
MpoaykT: Lletpnn® TabneTky, NOKpLIThIE NaeHOUHOH 0600uKoH, 10 Mr

Market / Puinok : Russia/ Poccus

Batch No. / o BT o Batch Quantity / 5000000 tab /

Cepns Ne - Pasmep cepun 5000000 tab

Analytical Repovrt No./ . 2002FP26000880 Date of Analysis / 30-04-2026

AHaJIHTHYecKH# oTueT Ne JlaTa anaau3a

Date of Manufacture / . 26.02-2026 Date of Expiry / 31-01-2029

JlaTa npou3BoacTBa I'oaeHn g0

Mfg. License No. / MA ber: /

IpousBoAcTBeHHAs : 63/RR/AP/96/F/R number: JIT1-Ne(005456)-(PT-RU)
Homep PY

JuueH3us No

Analysis performed according to ND: / Anaaun3s nposeged no H/I: JIIT-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTsbl nepsu4uHoii ynakoBkm yrsep:xaensi: 12.11.2024
Artworks of secondary package approved: / MakeThl BTOpHYHO# YNakorRKH yTRepxeHbI: 17.02.2025
PL approved: / JIB yTeepxaen: 15.05.2024

9 Microbiological purity* / |
Muxkpobuonoruueckas |
JUcTOTa®
a) 'l'otal aerobic microbial count /
O61mee 4nucno a3poOHBIX \
MHKPOOPraHU3MOB

Not Applicable 'Not more than 1000 CKU/g/

He 6onee 1000 KOE/r

Not Applicable
Not more than 100 CFU/g /
He Gonee 100 KOE/r

b) Total combined yeasts and
mould count / OBuee yuco
IIPOXKIKEBBIX U TIECHEBBIX TPUOOB

| c) E. coli Not Applicable Shall be absent in 1g/ OtcytcTeue B 1 r

‘10 Package / Onucanue ynaxkosxu (10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 3 blisters and patient information jor 3 blisters and patient information leaflet in
lleaflet in a carton. / TTo 10 Tabnetok 8 a carton. / [To 10 TabneTok B
MBX/TIBAX//amomunuesom Gnuctepe. TIBX/TTBJIX//amomuunesom 6ancrepe. IMo 2
:l'lo 3 6aucTepa BMECTE C JIMCTKOM- unu 3 Gnucrepa BMECTE C JIMCTKOM-
‘ BKJTA/IbILIEM YIIAKOBaHbI B NAUKy BK/Ia/bIIEM YIAKOBAHEI B [a4Ky KapTOHHYIO.
KapTOHHYIO.

See Module 1, section 1.3.2 of registration
dossier. / B cooTBetcTBuUM ¢ pazaenom 1.3.2
L Moayns 1 perHcTpaLHOHHOrO A0ChE.
12 Storage conditions / Y cioBust At temperature not higher than 25 °C. / Ilpu Temnepatype He Bbiie 25 °C.,
XpaHeHHs! B - B -
13 Shelf-life (storage period) / Cponc|3 years. / 3 roaa.
roaHocTH (CpoK XpaHeHHus) |

11 Labeling / Mapkxuposka Complies / CootBercrByeT

Conclusion : APPROVED /
3akarouenue: OJJOGPEHO

Remarks : The Product confirms to ND/
[Mpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBaHusaM HJJ

Prepared by /
IMoarorosneHo:

B. Satyanarayana-
Quality control- Team

Member g 4 el

Checked by / IlposepeHo:
D. Latha - Quality control-
Team Member

g

Checked by (AQA) /
Iposepeno (AOK):
Siva Sankaru Kummari

Quality Asgurance- Team
Member gi?
L,

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHue
kauyecTBa/OTBETCTBEHHOE JIMLO:

S. Haneef- Quality Assurance- Team
Member ){

Date /[lata: 30-04-2026

Date /Jata: 30-04-2026

i
Date /ata: 30-04-2026

Date /[lata: ,{0 O 6




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykt: Lletpun® TabneTku, NOKPbITHIE MIEHOYHOH 060J0uKO#, 10 Mr

Market / Puinox : Russia / Poccus

Batch No. / . Batch Quantity / 5000000 tab /

Cepusi Ne e Pa3mep cepun 5000000 Ta6

Analytical Repo\}'t No./ . 2002FP26000880 Date of Analysis/ 30-04-2026

AHaanTHYecKHii oTueT Nt MaTta anaqausa

Date of Manufacture / . 26.02-2026 Date of Expiry / 31-01-2029

JlaTra npousBoacTBa Togen go

Mfg. License No. / MA ber: /

TpousBoacTBeHHAA : 63/RR/AP/96/F/R fumber: JIM-Ne(005456)-(PT-RU)
Homep PY

JnueH3us Ne

PL approved: / JIB yreepxkaen: 15.05.2024

Analysis performed according to ND: / Ananu3s nposeaen no H/I: JITT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTrsl nepBHYHO# ynakoBkH yTBepxaenbi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpU4YHO# ynakoBKH yTBepxaensn:: 17.02.2025

* Performed by the manufacturer at release periodically: one in every 20 batches or at least once a year. The parameter may be absent from the Company's certificate
of analysis. / [TpoBoAKTCS TPOM3BOANTENEM [IPH BBITYCKE MEPUOAMYECKHN: ANs Kakao 20-0bt cepuu unu He meHee 1 paza B roa. [Tokazatens MOXKET ObITb HE BKIIO4EH

B Ceprnduxar ananusa Gupmsl.

API name / Haumenosanue A®C:

Cetirizine dihydrochloride / LleTvpy3nHa AMrHapoXJIOpUa

INN / MHH:

Cetirizine / LleTupuzuH

Homep cepun cy6cTanuuu npoussoaurtens [JID:

API manufacturer batch number / BTO00-25059
Homep cepnu npoussoautens AP®C:
FP Manufacturer API Batch number / FBSA00295

API Manufactured by, address & country /
Ipoussoautens A®C, agpec u cTpana:

Glochem Industries Private Limited,
Survey No. 174 to 176, LD.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
[noxem Mupactpuec Ipatisut Jlumuren,
Vyactku Ne 174-176, U.JI.A., Bonnapam, Canrapennu
Huctpukr - 502 325, Xafinapaban, wrar Tenanrana, Maaus

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

HaumeHoBaHue, aapec, THUEH3USA 15
IponzeoacTeennas niaowmaaka / [lnowagka Konrpoas
kavecrBa / [lnowaaka Boinycka

Dr. Reddy’s Laboratories Ltd.,

Formulations Tech Ops —II, Survey No. 42p, 43, 44p, 45p, 46p,
53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri District — 500090, Telangana State, India (license No
63/RR/AP/96/F/R). / A-p Pennn’c Jlabopartopuc JIta.,
[MpoussoacreeHHoe noapazaeneHue-1I, Yuactku Ne 42p, 43,
44p, 45p, 46p, 53, 54 u 83, bBauynannu Bunnamk, bauynanim
Maungan, Menuan Mankamxrupu Jucrpukt — 500090, wrar
Tenanrana, Uuaus (JInuensus Ne 63/RR/AP/96/F/R).

Remarks : The Product confirms to ND/
Ilpumeuanne: [TpoaykT cooTBeTcTByeT Tpedboranusm HJJ

Conclusion : APPROVED /
3axnwuenune: OJIOBPEHO

Prepared by /
[ToaroroBneHo:

B. Satyanarayana-
Quality control- Team

Member ;Z % L

Checked by / Iposepeno:
D. Latha - Quality control-
Team Member

Jurs

Checked by (AQA)/
[TposepeHo (AOK):

Siva Sankaru Kummari
Quality Assurance- Team
Member

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: O6ecrieuerue
kauecTBa/OTBETCTBEHHOE NULIO:

S. Haneef- Quality Assurance- Team
Member

Date /[Jata: 30-04-2026

Date /[ara: 30-04-2026

Date /[Tata: 30-04-2026

Date /lata: L0 OVl




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Lletpun® TabneTku, MOKPLITIE MICHOYHOH 0605104KO0#, 10 Mr

Market / Poinok : Russia / Poccust

Batch No. / ] Batch Quantity / 7 5000000 tab /

Cepus Ne LR Pazmep cepnu * 5000000 Ta6

Analytical Repovrt No./ . 2002FP26000880 Date of Analysis / . 30-04-2026
Anaautuyecknii otuer Ne Jarta anaauza

Date of Manufacture / . 26.02-2026 Date of Expiry / . 31-01-2029

JlaTa npou3BoacTBa T'oaen no

Mfg. License No. / .

Ipou3BoacTBEHHAN ¢ 63/RR/AP/96/F/R LA Do / :  JITT-Ne(005456)-(PT-RU)

Homep PY

Jnuen3us Ne
Analysis performed according to ND: / Auanu3s npoeeaen mo HJL: JIIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makersl nepBu4HO#i ynakoBx# yTBep:kaenn:: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4HOii ynakoBku yTeepxaenbi: 17.02.2025
PL approved: / JIB yrBep:xaen: 15.05.2024

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/02346-2025 dt. September 25, 2025) 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
established». /

3akioueHne 0 cOOTBETCTBHM: «HacTosAWMM g MOATBEPXK A0, UTO NPUBEHEHHas Bhine uHOpMALUs SBIAETCS JOCTOBEPHOI U
TOYHOH. DTa ceprs MPOAYKLMH TNpousBedeHa (BKIIOYas YNAakoBKY (MapKUpPOBKY) M KOHTPOJb KauecTBa) HA BbILICYKA3aHHOM
NpOU3BOACTBEHHOHN Mnolaake (Miomankax) B MOJHOM COOTBETCTBUM ¢ TpeGoBaHusamu [Iparun Haanexaled MpoU3BOACTBEHHON
npaxTukd EBpazuiickoro sxonomuueckoro cowsa (Ne GMP/EAEU/RU/02346-2025 ot 25 ceursidps 2025 r.) u TpeboBaHUAMH
KOHTPOIA KaueCTBa JIEKAPCTBEHHBIX CPEACTB, 4 TAKKE B COOTBETCTBUH CO CrieUUMUKALUAMH, COAEPIKALIMMHCA B PETHCTPALIMOHHOM
JOChE CTpaHBI-MMIOpTepa. 3amucH MO MNPOU3BOACTBY, YMAKOBKE W AHAMM3Y NPOBEPEHBI, U YCTAHOBJIECHO HX COOTBETCTBHE
Tpebopanusm [IpaBun Hapnexameit NpoU3BOACTBEHHOM NpakTUKH EBpa3uiickoro 3KOHOMHUYECKOro Coro3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IMpumeuanne: [Iponykt cooTBeTcTByET TpeboBanuam HJJ 3akawyenue: OJOBPEHO

Prepared by / Checked by / ITpoeepeno: Checked by (AQA) / Approved by: Quality

ToarorosneHo: D. Latha - Quality control- ITpoeepeHo (AOK): Assurance/Authorized person /

B. Satyanarayana- Team Member Siva Sankaru Kummari OnobpeHo: Obecneuenue

Quality control- Team Quality Agsurance- Team | kauecTBa/OTBETCTBEHHOE JNHLO:

Member g g zk%j;, Member % S. Haneef- Qualijy Assurance- Team
\-('% Member B2

Date /[lara: 30-04-2026 Date /Iara: 30-04-2026 Date /Hara: 30-04-2026 Date //larta: 30 —0 - ?»Olé“






