.. - Qo
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTADUKAT AHAJM3A

[Product: Cetrine film coated tablets, 10 mg
Hpoaykr: Letpun® Tabnerku, NOKPHITHIE TIEHOYHOM 060m0uKoi, 10 Mr

Market / PoiHOK : Russia / Poccus

Batch No. / : B2502218 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepun

Analytical Repourt No./ . 2002FP25001787 Date of Analysis / 25-07-2025

AHanuTndeckuii oruer Ne JlaTa aHaau3za

Date of Manufacture / . 30-06-2025 Date of Expiry / 31-05-2028

Jara npon3BoacTea Tongen oo

Mfg. License No. / MA ber: /

TIpou3BoACTEeHHAs : 63/RR/AP/96/F/R . JII-Ne(005456)-(PT-RU)
Homep PY

JHnen3ns Ne

Analysis performed according ND: / Ananuz nporeaen no HI;: JITI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkapoBka n MakeTsl yrBep:kIenb1: 17.02.2025

Ne |Test/Ilokazarenn

Result / PezyabpTaThbl

Specification / Hopma

1

Description / Onncanne

White coloured, round, biconvex
film coated tablet with a breakline on

one side. White core on cross
section. / Kpyribie
JBOSIKOBBITTYKJIbIE TabeTKy,

White or off white coloured, round,

biconvex film coated tablet - with

breakline on one side. White to off-white
! Kpyrnsie

ABOAKOBBIITYKJIBIC TaGHeTKI/I, INIOKPBITHIE

core on cross section.

a

MOKPHITHIE TUIEHOYHO! 00070YKo¥ | IieHOYHO# ofonmoukoil  Gemoro  wiH
Genoro 1BeTa, C PUCKOH Ha OFHOH | MOYTH OEJIOro LBETa, C PUCKOH Ha OHOIM
cropone. Ha nonepeunom paspese — | cropone. Ha monepedHoM paspese sapo
saapo Oenoro 1Bera. ot 6es0ro A0 NOYTH OENIOro LBeTA.

2 Identification /
HaenTuduxanus

HPLC / BOXXX

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

Bpems ynepxuBaHUS OCHOBHOroBpems ymep)KuBaHHSI OCHOBHOTO ITHKa Ha‘
nuKa Ha XpOMaTorpaMMexpoMaTorpaMMe HCHBITYEMOro pacTBOpa
MCTIBITYEMOrO PAacTBOPAJIO/DKHO ~ COOTBETCTBOBATH  BPEMEHH
COOTBETCTBYET BPEMEHHY/JICp)KHBaHH  OCHOBHOIO TIMKa H

YACPKHBAHHUA OCHOBHOTO MHKA HAXPOMATOrpaMMe CTaHIAPTHOrO pacTBopa
XpoOMaTorpamMMe CTaHAAPTHOT |ueerH3HHa ruapoxiopuaa  (pasaen
pacTBOpa uetupusHHa«Konn4ecTBEHHOE OnpeaeicHUe»).

FHApPOXJIOpHIA. ‘

Remarks : The Product confirms to ND/
IIpumeganne: [Ipoxykr cooTBeTcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
3axmogenue: OJOBPEHO

Prepared by /
INoarorosieHo:

D. Latha - Quality
control- Team Member

L

Checked by / IIpoeepeHo:
N.V. Krishna - Quality
control- Team Member

& A

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHue
kadecTBa/OTBETCTBEHHOE JIULIO:
S. Haneef- Quality Assurance-
Team Member -

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

Ajay Kumar - Quality
Assurance- Team Member

Date /Jlata: 26-07-2025

Date /JlaTa: 26-07-2025

[
Date /Jlarta: 26-07-2025 Date /JTata: 26-07-2025
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Iponyxr: lletpuH® TabneTKH, NOKPHITHIE IUIEHOYHOH 060104KO0i, 10 Mr

Market / Prinox : Russia / Poccus

Batch No./ . B2502218 Batch Quantity / 955 KG / 955 KI"

Cepus Ne Pa3zmep cepuu

Analytical Repourt No. / . 2002FP25001787 Date of Analysis / 25.07-2025

AHaaATHYeCKHI oTdeT Ne JlaTa amanm3a

Date of Manufacture / . 30-06-2025 Date of Expiry / . 31-05-2028

JaTta npousBoacTBa TI'ogen no

Mifg. License No. / MA number: /

IIpon3BoacTBeHHAS : 63/RR/AP/96/F/R : JII-Ne(005456)~(PT'-RU)
Homep PY

JHIeR3Hs Ne

Analysis performed according ND: / Ananu3 uposenen mo HJI: JIII-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBka 1 MakeThl yTBep:kaennl: 17.02.2025

IUV- spectrophotometry /
V®- criekTpo)oTOMETpHS

Complies / CooTBeTcTBYET

* |standard solution in the range 200 nm to

The UV-spectrum of the test solution and
the Cetirizine Hydrochloride reference

400 nm should exhibit maxima absorbance
at about the same wavelengths with an
allowed variation of +2 nm. / Y ®-cniekTpsl
MOrJIOIIEHH UCTIBITYEMOTO pPAacTBOpa H
CTAHNAPTHOTO  pacTBOpa  LIETHPU3HHA
ruipoxiopusa B obaactu or 200 o 460
HM  JOJDKHEI  HUMeTh  MaKCHMYMEI
MOTJIOLLEHHS MPU OJHON M TOH XKe JUTUHE;
BOJIHBI C HOMYCTHUMBIM OTKJIOHEHHEM + 2
HM.

3 IDissolution / PacTBopenne

99%, 101%, 100%, 101%, 99%,

Not less than 80% (Q) of the labeled
tamount of C1H>sCIN,O5-2HCI

(cetirizine dihydrochloride) after 30 min. /|
He meHee 80 % (Q) oT HOMHMHAJIEHOTO

JTO3HPOBAHHBIX €{HHAIL

102%.
conepkanusa C21HasCIN2O3-2HCI
(ueTpHu3MHa quruapoxsiopun) yepes 30
MHH.
4 Uniformity of dosage units / Acceptance value (AV) should be not
OnxnopognocTs 39/3.9 more than 15.0 / Iloka3arens

npuemsieMocTr (AV) goikeH ObITh He
Oomnee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoxykr coorBercTByeT TpeboBanusam HJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[ToaroroBneHo;

D. Latha - Quality
control- Team Member

Checked by / TIporepeno:
N.V. Krishna - Quality
control- Team Member

[Tposepeno (AOK):

Checked by (AQA) /

Ajay Kumar - Quality
Assurance- Team Member

A 2

Approved by: Quality
Assurance/Authorized person /
Onotpeno: ObecrieueHne
KayecTBa/OTBETCTBEHHOE JTHLIO:
S. Haneef- Quality Assurance-
Team Member o

Date /Jlata: 26-07-2025

Date //Tata: 26-07-2025

Date //Tara: 26-07-2025

=
Date /Jlata: 26-07-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
IIpoxykr: Lletpua® TabyeTKH, HOKPBITHIE ILIGHOYHOH 060/104uk0H, 10 Mr

Market / Peiaok : Russia / Poccus

EatchilNo. : B2502218 Batch Quantity 4 955 KG /955 KT

Cepus No Pazmep cepuu

Analytical Repovrt No./ - 2002FP25001787 Date of Analysis / 25-07-2025

AHanuTHYeCcKHM oTueT No Jdara anajn3za

Date of Manufacture / - 30-06-2025 Date of Expiry / 31-05-2028

JlaTa npon3BoacTBa Togen o

Mifg. License No. / MA number: /

ITpou3BoaCTBeHHAN : 63/RR/AP/96/F/R ) JII-Ne(005456)-(PT-RU)
Homep PY

Junenzas Ne

Analysis performed according ND: / Auanns nposexen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapknpoBKa H MaKeTh! yTBep:#aenbi: 17.02.2025

5 'Impurities / Ilpamecn

[mpurity A /
[Tpumecs A
Impurity B /
[Ipumecs B
[mpurity C /
[Tpumecs C
Impurity D/ -
[Ipumecs D
[mpurity E /
[Ipumecs E
[mpurity F /
[Ipumecs F

Any individual unidentified
impurity / Jlro6as eqMHUYHas
HEUACHTUQHULIIUPOBaHHAS
pHUMeCh

Total impurities /
CymMa npumeceit

Not detected / He o6Hapy>xeHa
Less than LOQ (LOQ = 0.010%) /
Hmxe npenena KOJIMYECTBEHHOTO
onpenenenns (IIKO = 0,010%)
Less than LOQ (LOQ =0.017%) /
Hwke npenena KOIM4eCTBEHHOTO
onpenenenus (11KO = 0,017%)
Not detected / He oOHapy»xeHa
0.03%/0,03%
Below Limit of Detection (LOD =
0.015%) / Hioxe npenena
o6Hapyskenus (ITO = 0,015%)
0.07% /0,07%

0.2%/0,2%

Not more than 0.2 % / "e 6omee 0,2 %
Not more than 0.2 % / "He 6onee 0,2 %
Not more than 0.2 % / "e 6onee 0,2 %
Not I;lore than 0.2 % / ue 6onee 0,2 %
Not more than 0.2 % / He 6onee 0,2 %
Not more than 0.2 % / "e 6onee 0,2 %

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

INot more than 2.0% /
He 6onee 2,0%

Remarks : The Product confirms to ND/
IIpumeuanne: Iponykr coorsercTayer Tpebosanuam HJT

Conclusion : APPROVED /
3akaouenne: OJOBEPEHO

Prepared by /
IMoaroroeneHo:

D. Latha - Quality
control- Team Member

\ip

Checked by / IIposepeHo:
N.V. Krishna - Quality
control- Team Member

A&

Checked by (AQA)/

[MpoeepeHo (AOK):

Ajay Kumar - Quality

Assurance- Team Member
N

)

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecnieucHue
KayecTBa/OTBETCTREHHOE JIMLIO:
S. Haneef- Quality, Assurance-
Team Member -

Date /JTata: 26-07-2025

Date /JTata: 26-07-2025

Date /ara: 26-07-2025

Date /JTata: 26-07-2025




Dr. Réddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

IIpoaykr: Llerpua® TabneTky, MOKPHITHIE INICHOYHOH 0601049K0H, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / : B2502218 Batch Quantity / 955 KG /955 KT

Cepus Ne Pa3mep cepun

Analytical Repourt No. / . 2002FP25001787 Date of Analysis / . 25-07-2025

AHaNUTHYECKHH oTueT No JlaTa aHaJIM3a

Date of Manufacture / . 30-06-2025 Date of Expiry / . 31-05-2028

JlaTa npon3BoacTBa T'ozen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAS : 63/RR/AP/96/F/R ) JII-Ne(005456)-(PT-RU)
Homep PY

JAHeH3ust Ne

Analysis performed according ND: / Anaiun3 nposenen mo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKa H MakeTh! yTBepkIeHbI: 17.02.2025

6 Water content /
CoaepxaHue BOAbI

7  Microbiological purity* /
MuKpoOHOJIOTHYecKast
TIHCTOTA*

count / Ob1ee yucio
aspOOHBIX MHKPOOPTraHU3MOB

b) Total combined yeasts and
mould count / Obiee yrcio

3.1%/3.1%

Not more than 8.0% /
He 6onee 8,0 %

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g/

He 6onee 1000 KOE/r

- Not Applicable -

Not more than 100 CFU/g /
He bonee 100 KOE/r

IMPONOKEBBIX U ITIECHEBBIX Not Applicable
rpuOoB
Shall be absent in 1g / OtcytcTBue B 1 T
c) E. coli
8 Assay / KonnuecTBenHOE Not less than 9.0 mg and not more than
onpejesieHHe 11.0 mg C21Hz5CIN2O3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0
9.90 mg /9,90 mr % and 110,0 % of label claim). / Ot 9,0
99.0% / 99,0% jmMr mo 11,0 mr C21HasCIN>O3-2HCI

(meTHpH3KUHA QUTHAPOXIIOPHI) B
rabnerke (ot 90,0 % mo 110,0 % ot
HOMHHAJILHOTO COIEPKaHHA).

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeunanne: Ilpoaykr coorBercTRYeT Tpeborannam HJT 3axnmouenune: OJOBPEHO
Prepared by / Checked by / IIposepeHo: [|Checked by (AQA) / Approved by: Quality
[ToaroroesieHo: N.V. Krishna - Quality  ||[[Iposepeno (AOK): Assurance/Authorized person /
D. Latha - Quality control- Team Member  ||Ajay Kumar - Quality Onobpeno: ObecnieueHue
control- Team Member Assurance- Team Member |[kauecTBa/OTBETCTBEHHOE JIUILIO:
t}%ﬁ” A S. Haneef- Quality Assurance-
ﬁ '/d Team Member L

Date /[laTta: 26-07-2025 |[Date /[Tata: 26-07-2025

Date /dara: 26-07-2025 Date /JTata: 26-07-2025




Dr. Réddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Hpoxyxr: Ietpun® TabneTkH, MOKPBITHIE IEHOYHOH 000109K0#, 10 Mr

Market / Prinok : Russia / Poccus

rateh o 1/ . B2502218 Batch Quantity / 955 KG /955 KI

Cepusa Ne Pasmep cepuu

Analytical Repourt No./ . 2002FP25001787 Date of Analysis / 25.07-2025

AHajguTHYecKni oTueT Ne Jata anannsa

Date of Manufacture / . 30-06-2025 Date of Expiry / 31-05-2028

JlaTa npom3BoacTBa T'omen no

Mfg. License No. / MA number: /

TIpou3BOJCTBeHHAS! : 63/RR/AP/96/F/R numoer: JIT-Ne(005456)-(PT-RU)
Homep PY

Junenzus Ne

Analysis performed according ND: / Ananauz nposexen o HJI: JITI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBKka H MaKeThl yTBepxaenbl: 17.02.2025

Subdivision of tablets /
lenenne rabaerox

9

Complies / CooTBeTcTBYET

The tablets comply with the test, if not
more than 1 individual mass is outside the
limits of 85 %'to 115 % of the average
mass. The tablets fail to comply with the
test, if more than 1 individual mass is
outside these limits or, if 1 individual
mass is outside the limits of 75 % to

125 % of the average mass. /

TaGyieTK COOTBETCTBYIOT TpeOOBaHUAM,
ecii He Ooniee 1 eqMHUYHAs Macca
OTKIIOHACTCA 3a npeaensr 85%-115% ot
cpenHeil Macchl.

TabieTky HE COOTBETCTBYIOT
TpeboBaHUAM, eciu Oolee yeM 1
HHIMBUAYaNbHAA Macca OTKJIOHAETCS OT
STHX NPENETIOB WIH, €ciH 1
HMHIUBHIYabHASA Macca OTKIOHAETCA 32
npenenst 75%-125% ot cpenHei Maccel.

Remarks : The Product confirms to ND/

I[Tpumeuanne: [Tpoaykr cooTBeTcTBYET TpeGoBanusam HJ{

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IloaroroeyeHo:

D. Latha - Quality
control- Team Member

i —

control- Team

A

Checked by / ITporepeHo:
N.V. Krishna -

Quality |[[Iporepeno (AOK):

Member

Al

A

Checked by (AQA) /

Ajay Kumar - Quality
Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Ono6peno: Obecneyenne
kayecTBa/OTBETCTBEHHOE JIULIO:
S. Haneef- Quality Assurance-
Team Member A _~

Date /ara: 26-07-2025

Date //JaTa: 26-07-2025

Date /[lara: 26-07-2025

Date /JTata: 26-07-2025
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. ' , @e
Dr.Reddy’s ".’.. CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Ipoayxr: Ilerpun® TabieTKH, NOKPHITHIE IUIEHOYHOH 060M0uKoH, 10 Mr
Market / PriHok : Russia / Poccus
Lol oL . B2502218 Batch Quantity /. o551 G /955 kT
Cepusi Ne Pazmep cepun
Analytical Repourt No./ . 2002FP25001787 Date of Analysis / . 25.07-2025
AHaJuTHYECKHIl oT4eT Ne JlaTa anaausa
Date of Manufacture / . 30-06-2025 Date of Expiry / . 31-05-2028
JlaTa npou3BoacTBa T'onen no
Mfg. License No. / MA number: /
IIpon3BoacTBeHHAN : 63/RR/AP/96/F/R i JITT-Ne(005456)-(PT-RU)
Homep PY
Junenius Ne
Analysis performed according ND: / Ananu3s nposexen no HJI: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkapoBka H MaKkeThl yTBepxkaenbl: 17.02.2025

10  [Package / YmakoBka 10 tablets in PYC/PVDC//aluminum |10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient blister. 2 or 3 blisters and patient
information leaflet in a carton. / ITo |information leaflet in a carton. /

10 Tabnerok B IMo 10 Tabnerok B
[IBX/TTIBX//amomuHueBom [IBX/I1/IBX//amomutueBoM OaucTepe.

Gmmcrepe. [lo 2 Giucrepa Bmecte ¢ |[To 2 umu 3 OmucTepa BMECTe C JIMCTKOM-
JTMCTKOM-BKIIAZBILEM YIIaKOBAHB! B [BKJIAZBILLEM YIIAKOBAHEI B MAYKy

Ta4Ky KapTOHHYIO. KApPTOHHYIO.

* 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. / [IpoBoaHTCS NPOXW3BOAMTENEM NPH BBIITY CKE NEPUOUIECKHU:
As xkaxaoi 20-0i cepun win He menee 1 pasa B roa. ITokasarens Moxet 6biTh He BKkmouyeH B Ceprudukar aHanusa

dupmpbL.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Tpoxykt cooTBercTByeT TpeboBanusamM HJ{ 3axmogenne: OJOBPEHO
Prepared by / Checked by / ITpoeepeno: ||[Checked by (AQA) / Approved by: Quality
[loaroTosnexo: N.V. Krishna - Quality  |[[Ipoeepero (AOK): Assurance/Authorized person /
D. Latha - Quality control- Team Member |[Ajay Kumar - Quality Opnobpeno: ObecnedeHue
control- Team Member Assurance- Team Member |[kayecTBa/OTBETCTBEHHOE JIMLO:

( / N S. Haneef- Qualify Assurance-
% /tﬁ S Team Member g -

Date /[Tata: 26-07-2025 |[Date /[ara: 26-07-2025 ||Date /[laTa: 26-07-2025 Date /MTata: 26-07-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Iponykr: Herpuu® TabneTku, NOKPHITHE INICHOYHOH 060104K0MH, 10 Mr
Market / Prinok : Russia / Poccus
patch No. / . B2502218 Batch Quantity / 955 KG /955 KT
Cepus Ne Pasmep cepun
Analytical Repovrt No./ . 2002FP25001787 Date of Analysis / 25-07-2025
AHaTHTHYECKHI 0T4YeT Ne Jara ananusa |
Date of Manufacture / - 30-06-2025 Date of Expiry / 31-05-2028
Jara npon3BoacTea I'onen no
Mfg. License No. / MA number: /
IIpon3BoacTBeHHAsN : 63/RR/AP/96/F/R ’ JIIT-Ne(005456)-(PI'-RU)

Homep PY
anmenzus Ne
Analysis performed according ND: / Anann3 nposeaes mo HJI: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBKa H MaKeThI YTBep:kaeHbl: 17.02.2025

API name / Hanmenosanue ADPC:

Cetirizine dihydrochloride / lleTnpyu3nza DUrHapoXIOpu

INN / MHH:

Cetirizine / [{etupuzun

Homep cepan cyocTranuun nponspoaurenas I'JID:

API manufacturer batch number / "BT00-25012
Homep cepuu nponsBoaureis ADC:
FP Manufacturer API Batch number / FBSA00114

API Manufactured by & country /
Ilponseoantens ADPC, crpana:

Glochem Industries Private Limited, India /
I'moxem Unpactpuec Ipatisut JInmuten, Uuaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanmenoBanmne, axpec, TaneH3ns AJsi
IIpon3eoacrBennan miaomaaka / Ilnomaaka
KOHTPpoJis KadecTra / [L1omaaka BeIycKa

Bauynannm Maupan, Meguan Manakamkrupi JIMCTPHKT —

Forinulation Tech Ops — 11, Survey No. 42p, 43, 44p, 45p,
46p, 53, 54&83, Bachupally Village, Bachupally Mandal,
Medchal Malkajgir1 Distrist — 500090, 'L'elangana State,
India (license No 63/RR/AP/96/F/R). /
IpousBoxacTeeHHOe moapa3aenenue-11, Yuactku Ne 42p,
43, 44p, 45p, 46p, 53, 54 u 83, bauynannu Buamx,

500090, murat Tenanrana, Uanua (JInersusa Ne
63/RR/AP/96/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 (Ne GMP/EAEU/RU/00573-2022 dated 19
August 2022) 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».

Remarks : The Product confirms to ND/
IIpameuanune: Ilpoaykr coorBercTByeT Tpebopanumsm HJ

Conclusion : APPROVED /
3axmiogenne: OJOBPEHO

Checked by / ITpoeepeHo:
N.V. Krishna - Quality
control- Team Member

4

Prepared by /
[ToaroroeneHo:

D. Latha - Quality
control- Team Member

Wy

IIpo

Checked by (AQA)/

Ajay Kumar - Quality
Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Opobpeno: ObecniedyeHue
kauecTBa/OTBETCTBEHHO® JIULIO:
S. Haneef- Quality Assurance-
Team Member A -~

BepeHo (AOK):

9

Date /[Tata: 26-07-2025 ||Date /dara: 26-07-2025

Date /Jlata: 26-07-2025

Date /Jlata: 26-07-2025
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Dr. Reddy’s ".. CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
IIponykr: Lerpua® TabneTku, MOKPHITHIE IUICHOYHOH 06osioukoi, 10 Mr
Market / Peinok : Russia / Poccus
Each, KoL . B2502218 Batch Quantity/ . g5 k955 kT
Cepust Ne Pasmep cepun
Analytical Repourt No. / . 2002FP25001787 Date of Analysis / . 95.07-2025
AnagutTHyeckHii oTuet Ne JaTa ananuza
Date of Manufacture / - 30-06-2025 Date of Expiry / . 31-05-2028
Jara npou3BoacTBa T'omen no
Mfg. License No. / MA number: /
IIpon3BoacTBeHHAs : 63/RR/AP/96/F/R ) JITI-Ne(005456)-(PT-RU)
Homep PY
JMIeH3Hs Ne
Analysis performed according ND: / Ananu3 nposened no HJI: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBka H MakeThl yTBepakaeHsl: 17.02.2025

3akaoueHne 0 cooTBeTCTBHH: «HacTosummMm s MOATBEpPIKAAlO, YTO INMpPUBEACHHAS BbIE HHGOPMALMS SBISETCS
JIOCTOBEPHOI ¥ TOYHO#. DTa cepys MPOAYKIIUHM NPOou3Be/ieHa (BKII0Uas YIaKOBKY (MapKHPOBKY) U KOHTPOJIb Ka4eCTBa)
Ha BBIIICYKa3aHHOM NPOM3BOACTBEHHOM IUIOMmaKe (ILUTOINANKAX) B MOJHOM COOTBETCTBHH ¢ TpeOopaHusMu IIpaBun
HaJiexalei npou3BOACTBEHHOM npakTukH EBpasuiickoro skoHomuyeckoro corsa (Ne GMP/EAEU/RU/00573-2022
ot 19 aprycra 2022) u TpeOOBaHHIMH KOHTPOJIS KadecTBAa JICKAPCTBEHHBIX CPEJACTB, a TAKXKE B COOTBETCTBHHU CO
cneuudUKaIMy, COACPKAIIUMHUCS B PErHCTPALHOHHOM AOCHE CTPaHBI-MMIIOpTEepa. 3allUCH 10 NpPOHM3BOACTBY,
YNAaKOBKE M aHalu3y TMPOBEPEHBl, W YCTAaHOBJICHO MX COOTBeTcTBHE TpeboBaHuaMm Ilpapun Hauiexameit
TIPOU3BOACTBEHHOMH NPakTHKH EBpazHiCKOro 3KOHOMHUYECKOTO COI03ay. d
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