Dr.Reddy’s “‘:‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Hpoaykr: Ietpun® TabneTku, NOKPHITHIE NIEHOYHOH 060104K0#, 10 Mr

Market / PoiHOK : Russia / Poccusa

Batch No./ : B2501177 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pazmep cepum

Analytical Repovrt No./ . 2002FP25001048 Date of Analysis / 30-04-2025

AHanuTHYeckHii oTyeT No JlaTa aHaan3a

Date of Manufacture / . 12-04-2025 Date of Expiry / 31-03-2028

JlaTa npousBoacTBa Topen o

Mfg. License No. / MA number: /

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

JnneH3un Ne

Analysis performed according ND / Ananus nposeaen mo HJI: JIII-Ne(005456)-

(PI'-RU)-150524

No Test / IlokasaTenn Result / PezyabTaTel

Specification / Hopma

White coloured, round, biconvex film|
coated tablet with a breakline on one side,
White core on cross section. / Kpyriisiel
IMBOSIKOBBITYKJIBIC TAaONETKU, MMOKPBITH!

[UIEHOYHOM 0005I04YKO# Oenoro 1perta, 3
puckoit Ha omHoli cTopoHe. H

nomepeyHOM paspese — sapo Oenoro
LBeTa.

1 Description / Onucanne

White or off white coloured, round, biconvex|
film coated tablet with a breakline on one side.
White to off-white core on cross section.
Kpyraeie JIBOSIKOBBINYKIIBIE TabneTKky,
MOKPHITHIE INIEHOYHOH 060/104KO0MH 6e510r0 HITH
routH Oeloro IBera, ¢ PUCKON Ha OXHOW|
cropoHe. Ha momepeyHoM paspe3e sapo OT|
Genoro 10 mouTH GEIOTo 1BETA.

The retention time of the main peak in the|
chromatogram of test solution comply|
with the retention time of the main peak
in the chromatogram of Cetinzing

Identification /
eHTHHKANHUS

HPLC / BOXKX

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 ot Cetinzine Hydrochlonde

Hydrochloride reference
solution. /

OCHOBHOTO TIIHKa Ha XPOMAaToOrpamm
CTAaHIApTHOTO  pacTBopa
THAPOXJIOPHIA.

standardreference standard solution (section "Assay").

BpeMs yaep>KUBaHKsA OCHOBHOTO THKa HAXpoMaTorpaMme
XpOMaTorpamMme HCIBITYEMOrO PacTBOPAICIIKHO
COOTBETCTBYET BPEMEHM YHEPKUBAHHAYACPHKHBAHUA

LUETHPH3IHHALETHPH3HHA

Bpema yaepKuBaHUA OCHOBHOTO IHMKa H

HCIIBITYEMOTO  PacTBOP
COOTBETCTBOBATh BpEeMEHH

OCHOBHOTO IHKa H

OMaTOrpaMMe  CTaHIapTHOrO  PacTBOp
TUIpOXJIOpHIa (pazoen

«KonnuecTBeHHOE OIIPEIENIEHMED).

Remarks: The Product confirms to ND/
Ilpumeuanue: Ilpoaykr coorsercTByeT Tpebopanusam HJT

Conclusion: APPROVED /
3akmwuenne: OJIOBPEHO

Prepared by / IloarorosneHo: Checked by / IIpoeepeno:
D. Latha - Quality control- Team N.V. Krishna - Quality control- Team
Member Member

Vo 2

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoauTens
Ajay Kumar - Quality Assurance- Team
Member o

va|

Print Date /Tara: 30-04-2025

Print Date /Hata: 30-04-2025

Print Date /JTata: 30-04-2025
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Dr.Reddy’s Q:."

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJMN3IA

Product: Cetrine film coated tablets, 10 mg
Ipoayxr: Lerpuu® TabneTky, NOKPHITHE IUIeHOYHOH obosoukoit, 10 Mr

Market / Prinok : Russia / Poccus

Batch No. / . B2501177 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pazmep cepum

Analytical Repourt No./ . 2002FP25001048 Date of Analysis / 30-04-2025

Ananutudeckuii oTuer Ne JlaTa ananu3a

Date of Manufacture / . 12-04-2025 Date of Expiry / 31-03-2028

JlaTa mpon3BOACTBA Togen go

Mfg. License No. / MA ber: /

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

JuueH3ns Ne

Analysis performed according ND / Auanns nposenen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524

INe Test / IloxaszaTensb

Result / PesyabsTaThl

Specification / Hopma

UV- spectrophotometry /
Y ®- ciektpooToMeTpHS

Complies / CooTBeTCTBYET

The UV-spectrum of the test solution and thef,
Cetirizine Hydrochloride reference standard
{solution in the range 200 nm to 400 nm should
exhibit maxima absorbance at about the same;
wavelengths with an allowed variation of +2|
nm. / Y®-CIeKTps! NOrI0MEHH UCTIBITYEMOTO
pacTBOpa ¥  CTaHAApTHOTO  pacTBOpa
LeTHpH3UHA THApOXJIopHaa B obnacTtu ot 200
mo 400 HM JO/DKHEI HMETh MaKCHMYMB]
MOrNMOLIEeHUA NpH OOHOM M TOH JXe JJIMHE
BOJIHBI C JOITYCTHMBIM OTKJIOHEHHEM =+ 2 HM.

3 Water content/

Mot more than 8.09¢ /

CAHHHI

CopepixaHue BObl 2.7% wiw / 2,7% He 6onee 8,0 %
4 Uniformity of dosage units / Acceptance value (AV) should be not more
OXHOPOAHOCTH JO3HPOBAHHLIX 45/4,5 than 15.0 / TTokasarens npuemnemoctd (AV)

{nosmken 6uiTh He Gonee 15,0.

5 Dissolution / PacTBopeHue

101%, 104%, 97%, 98%, 99%, 99%

Not less than 80% (Q) of the labeled amount
of C21HzsCIN,O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He Menee
80 % (Q) oT HOMHHAJILHOTO COAEPKaHUA
C21 H2sCIN2O3-2HCI (uernpusnza
inuruapoxyaopua) yepes 30 MuH.

Remarks: The Product confirms to ND/
Ipumevanue: Iponykt cooTBeTcTBYeT TpebopanusM HJJ

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / IToaroroeneHo:
D. Latha - Quality control- Team

Member 1 g ,

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

Member

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurens
Ajay Kumar - Quality Assurance- Team

Member ~

Print Date /dara: 30-04-2025

Print Date /Mara: 30-04-2025

Print Date /Hata: 30-04-2025
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHU®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Hponyxkr: Llerpun® TabaeTkH, NOKPHITHIE MIIEHOYHOM 0bosoukoi, 10 Mr

Market / Prinox : Russia / Poccust

Batch No. / . B2501177 Batch Quantity / 955 KG / 955 KT

Cepnsa Ne Pa3zmep cepuu

Analytical Repovrt No. / . 2002FP25001048 Date of Analysis / 30-04-2025

AHanHTHYECKHH oT9eT No JaTa aHaJu3a

Date of Manufacture / . 12-04-2025 Date of Expiry / 31-03-2028

Jarta npon3BoAcTBa T'ogen no

Mfg. License No. / MA number- /

IIpon3BoAcTBEHHAs : 63/RR/AP/96/F/R ' JITT-Ne(005456)-(PT"-RU)
Homep PY

JrueH3usa Ne

Analysis performed according ND / Auauus nposeaen mo HJI: JITI-Ne(005456)-(PT-RU)-150524

\Ne Test / IlokasaTean Result / Pe3yapTaThl Specification / Hopma
6 Impurities / Ilpumecu
Less than Limit of Detection (LOD =
Impurity A / 0.005%) / Hwxke npenerna o6HapykeHHA
[Mpumecs A (ITO = 0,005%) Not more than 0.2 % / ve 6onee 0,2 %
Impurity B /
IIpumecs B Less than LOQ (LOQ = 0.010%) / Not more than 0.2 % / ue 6onee 0,2 %
Impurity C/ Hrke npenena KOMUIECTBEHHOTO
- Mpumecs C onpeaenenus (ITIKO = 0,010%)- Not more than 0.2 % / ve 6omnee 0,2 %
Impurity D /
[Tpumecs D Less than LOQ (LOQ = 0.017%) / Hinxe [Not more than 0.2 % / e Gonee 0,2 %
Impurity E / npeena KOJINIEeCTBEHHOIO ONpeeIeHHs
IIpumecs E (ITKO = 0,017%) Not more than 0.2 % / e 6onee 0,2 %
Ilmpurity F/
INpumecs F Not detected / He o6HapykeHa Not more than 0.2 % / ne 6onee 0,2 %
Any individual unidentified 0.04% / 0,04%
impurity / JIrobas enuHH4IHAsS Not more than 0.2 % /
HeuneHTHHUMpPOBaHHad puMeck |Less than Limit of Detection (LOD = |ue 6onee 0,2 %
0.015%) / Hwke npenena obHapykeHus
(I10 = 0,015%)
Total impurities / 0.07% / 0,07% Not more than 2.0% /
Cymma npumecei He Gonee 2,0%
0.2% / 0,2%
7 Assay / KonnuecTBeHHOE Not less than 9.0 mg and not more than
onpeaeeHne 11.0 mg C5;Ha5CIN,05-2HCI (cetirizine
10.01 mg/ 10,01 mr dihydrochlooride) in table:t (between 90,0 %
100.1% / 100.1% nd 110,0 % of label claim)./ Ot 9,0 mr mo
’ 11,0 mr C;;HosCIN2O3-2HCI (uetupusvHa
urunpoxiopun) B tadierke (ot 90,0 % no
o | 110,0 % oT HOMMHAJIEHOTO COAEPKAHUS).

Remarks: The Product confirms to ND/
Ilpumeuanue: IpoaykT cooTBeTcTBYET Tpebosanusm HJI

Conclusion: APPROVED /
3axmwouyenue: OJJOBPEHO

Prepared by / IloarotoBneHo:
D. Latha - Quality control- Team

Member %

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

Member

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykorogurens
Ajay Kumar - Quality Assurance- Team
Member mn

2]

Print Date /Jata: 30-04-2025

Print Date /Jlara: 30-04-2025

Print Date /Jata: 30-04-2025
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Dr.Reddy’s ‘_‘6‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3IA
Product: Cetrine film coated tablets, 10 mg
Ilpoaykr: LleTpuH® TabaeTKH, NOKPHITHIE MIEHOYHOM o6osoukoi, 10 Mr
Market / PoiHok : Russia / Poccus
Batch No. / . B2501177 Batch Quantity / 955 KG / 955 KT
Cepnsa Ne Pasmep cepun
Analytical Repovrt No. / . 2002FP25001048 Date of Analysis / 30-04-2025
AHaauTHuecKHii oTyer Ne JlaTa ananusa
Date of Manufacture / . 12-04-2025 Date of Expiry / 31-03-2028
JlaTa npou3BOACTBA Toxen no
Mfg. License No. / MA ber: /
TIpou3BoACTBeHHAs : 63/RR/AP/96/F/R pumoer: JITI-Ne(005456)-(PT-RU)
Homep PY
JHunen3usa No
Analysis performed according ND / Anaau3 nposenen no HJI: JITI-Ne(005456)-(PT-RU)-150524

Test / IloxazaTenn

e

Result / PesyabTaThl

Specification / Hopma

8 Subdivision of tablets /

Jlestenme TabJ1eTOK

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. /
TabneTku COOTBETETBYIOT TpeOOBaHMAM, €CIIH
e Gonee 1 enMHNYHAs Macca OTKIIOHSETCA 3a
npenens! 85%-115% ot cpenHeit MacchL.
TaGneTky HE COOTBETCTBYIOT TPpeOOBAHUAM,
ecriu Gonee yeM | HHOMBHAYaNBHAA Macca
OTKJIOHSICTCS OT 3THX MPCACIIOB WM, €CIH 1
MHAMBUIyalbHAs Macca OTKIIOHSETCS 3a
npeneinsl 75%-125% ot cpenneii Macchl.

Microbiological purity* /
Mukpo6Hnosiorudeckas
YHCTOTAY

a) Total aerobic microbial count /
Ob1ee yncio aspodHEIX
MHUKpPOOPTaHH3MOB

b) Total combined yeasts and
mould count / O6mmee 4ucito

IIPOAOKEBBIX U IUIECHEBBIX I‘pI/I60B

c) E. coli

Not Applicable

Not Applicable

Not Applicable

Not more than 1000 CFU/g /
He 6osee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g/ OtcyrcTRHe B 1 T

Remarks: The Product confirms to ND/
Ipumeuanne: IlpoaykT coorBercTBYET TpebopanusaM HJL

Conclusion: APPROVED /
3axmoyenne: OJJOBPEHO

Prepared by / IToarorosneHo:
D. Latha - Quality control- Team

Member g

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

Member Xv

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBonurens
Ajay Kumar - Quality Assurance- Team
Member n

<

Print Date /Jarta: 30-04-2025

Print Date /dara: 30-04-2025

Print Date /Hara: 30-04-2025




i

Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Mponyxr: Lletpun® TabneTky, NOKPHITHIE NIEHOUHOH 0bono4ukoi, 10 Mr

Market / Peinok : Russia / Poccus

Batch No./ . B2501177 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepun

Analytical Repo“rt No. / . 2002FP25001048 Date of Analysis / 30-04-2025

AHaauTnyecknii oTyer Ne JlaTa aHannza

Date of Manufacture / . 12-04-2025 Date of Expiry / 31-03-2028

JlaTa npon3BoOICTBA T'ogen no

Mfg. License No. / MA ber: /

Ilpon3BoacTBEeHHAsA : 63/RR/AP/96/F/R number: JITI-Ne(005456)-(PT-RU)
Homep PY

Junenzus Ne

Analysis performed according ND / Ananu3 nposegen no HJI: JIIT-Ne(005456)-(PT-RU)-150524

Ne  [Test / IloxasaTean

Result / PesyabTaThbr

Specification / Hopma

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information
leaflet in a carton. / ITo 10 TabneTok B
[MBX/TIABX//antoMuHKHeBOM OnucTepe.
[To 2 6nuctepa BMeCTE C JINCTKOM-
BKJIaJBILIEM YIAKOBAHEI B MTaYKy

KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister. 2
or 3 blisters and patient information leaflet in
fa carton. /

[To 10 Tabnerok B
[MBX/TIOBX//amomunnesoM 6aucrepe. 1o 2
1y 3 GnucTepa BMECTE © JIMCTKOM-
BKAaABIIIEM YIIAKOBAHBI B TAYKY KapTOHHYIO.

*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 / TTpoBOAMTCS IPOM3BOIUTENIEM TIPH BBIMYCKE NEPHONUYECKHU: T Kaxgoil 20-oli cepun M He MeHee 1
pasa B roa. [okasarens MoxeT ObITh He BiunodeH B CepTidHKaT aHam3a GUPMEL

Remarks: The Product confirms to ND/
Ipumeuanue: IponykT coorsercTByeT Tpebosanuam HJT

Conclusion: APPROVED /
3axaiouenue: OJJOBPEHO

Prepared by / TloororosneHo:
D. Latha - Quality control- Team

Member A g 2

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

Member
X

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoaurensb
Ajay Kumar - Quality Assurance- Team
Member e
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Print Date /Jlata: 30-04-2025

Print Date //1ara: 30-04-2025

Print Date /I{ara: 30-04-2025




Dr.Reddy’s ‘%.'.

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A
Product: Cetrine film coated tablets, 10 mg
Mpoayir: Llerpun® Tabnerku, NOKpsITHE IIEHOYHOH 060n0ukoif, 10 Mr
Market / PoiHok : Russia / Poccust
Batch No. / . B2501177 Batch Quantity /. 955 G/ 955 KT
Cepusn Ne Pazmep cepun
Analytical Repourt No./ - 2002FP25001048 Date of Analysis / . 30-04-2025
Ananarugecknii oTaer Ne Jara anammn3a
Date of Manufacture / . 12-04-2025 Date of Expiry / . 31-03-2028
Jara npounssoacrea TomeH o
Mfg. License No. / MA number: /
TIponsBoaCTBenHas : 63/RR/AP/96/F/R umber: :  JITI-Ne(005456)-(PT-RU)
Homep PY

Juuen3ns Ne
Analysis performed according ND / Auanus nposegen no HJI: JIII-Ne(005456)-(PT-RU)-150524

API name / HanmenoBanune A®C: Cetirizine dihydrochloride / IleTnpu3nHa QUrHIPOXIOpHI,

INN / MHH: . Cetirizine / LeTnpusux

API manufacturer batch number / BT00-24079, BT00-24080

HomMep cepun npouspoautens ADC:

FP Manufacturer API Batch number / FBRA00640, FBRA00641

Homep cepun cy6cTannnu npousBoantens I'J1D:

API Manufactured by & country / Glochem Industries Pvt. Ltd., India /

IIpousBoantenas APC, crpana: I'noxem WUnpactpuec I18T. JITA., MEaus

Name, address, authorization No for  FP Formulation Tech Ops= II, Survey No. 42p, 43, 44p, 45p, 46p,

manufacturing site / Control site / Release site / 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal

HaumeHnoBaHHe, afgpec, TUUCH3HS JJIs Malkajgiri Distrist — 500090, Telangana State, India (license No

IIpon3BoacTBeHHas maomanka / Iltomanka KOHTpoIA 63/RR/AP/96/F/R). / IIpouzpoacTBeHHOE noapasaencHue-11,

Kavectsa / Ilnomaaka Bulycka Vyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, Bauynanmm

Bunnamk, bauynannu Mangan, Megdan Manakamkrupu
Huctpukr — 500090, wrar Tenanrana, Maaus (Juuenzus 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 (GMP/EAEU/RU/00573-2022) 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».

3aK/I04eHHe 0 COO0TBeTcTBHH: «HacTosmuM s MOATBEPXKAAI0, YTO MPUBEACHHAS BhIle HHHOPMALKA ABJAETCA JOCTOBEPHOW M
TOYHOM. DTa cepys MPONYKIMM NpoM3BeneHa (BKJIOUYas YIMAKOBKY (MapKHPOBKY) M KOHTPOJb KayeCTBA) Ha BBILEYKA3aHHOH
NPOM3BOACTBEHHOM IUIOWaAKe (IUIOMAAKax) B OJHOM COOTBETCTBHH C TpeGoranuaMu IIpaBui Hajexame Mpou3BOACTBEHHOH
npakTuku Eppasuiickoro skoHommuyeckoro cotoza (GMP/EAEU/RU/00573-2022) M TpeOOBaHMAMH KOHTpOJA KayecTBa
JIEKAPCTBEHHBIX CPEACTEB, a4 TAKXKE B COOTBETCTBHH CO crieurUKalMsiMHU, COAePKAIIMMHCA B PETHCTPAllMOHHOM J0ChE CTPaHbl-
UMIIOPTEPa. 3alucy N0 MPOU3BOACTBY, YAKOBKE W aHANKU3Y MPOBEPEHEI, M YCTAHOBIEHO MX COOTBETCTBHME TPEOOBAHHUAM llpaBun
HaJIexalneii Mpou3BOCTBEHHOM NpakTHKU EBpasuiickoro 3kOHOMHYECKOTO COK03a».

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanue: IpoaykT coorBeTcTBYET TpeboBanuaM HJI 3axmouenne: OJTOBPEHO

Prepared by / ITonroroneHo: Checked by / ITpoepeno: Approved by: Manager/Executive /

D. Latha - Quality control- Team N.V. Krishna - Quality control- Team Ono6peno: Menemxep / PykoBoaurens

Member Member Ajay Kumar - Quality Assurance- Team
_gqa/_ % Member o~
]

Print Date /JTaTta: 30-04-2025 Print Date /Hara: 30-04-2025 Print Date /Hara: 30-04-2025




