Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3IA

Product: Cetrine film coated tablets, 10 mg
IIpoaykr: Ilerpun® TabiaeTky, NOKpPHIThIE ILUIEHOMHOH 06010uKOMH, 10 Mr

Market / Poisok : Russia / Poccus

et IO : B2500476 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepuu

Analytical Repovrt No./ - 2002FP25000382 Date of Analysis / 25.02-2025

AHaJIUTHYECKHIH oT4eT No JlaTa ananmnza

Date of Manufacture / . 08-02-2025 Date of Expiry / 31-01-2028

JlaTa npoH3BoAcTBa Tomen g0

Mfg. License No. / MA number: /

IlponsBoacTBeHHAsE : 63/RR/AP/96/F/R C— JITI-Ne(005456)-(PT-RU)
Homep PY

JHIIeH3Hs Ne

Analysis performed according ND / Ananus uposegen no HJ: JITI-Ne(005456)-(PI'-RU)-150524

No

'Test / Iloka3zaTenn

Result / PesyabTaTst

Specification / Hopma

1

Description / Onucanne

‘White coloured, round, biconvex film
coated tablet with a breakline on one side.
'White core on cross section. / Kpyrnsie

White or off white coloured, round, biconvex:
film coated tablet with a breakline on one side.
White to off-white core on cross section.

[JICHOYHOMH 000JIouKoii Oeroro Hperta,

puckoii Ha oxuoii cropone. H
onepeyHoM paspeze — aapo Oenoro
uBeTa.

VIBOSKOBBITTYKJIBIC Ta6.]'[eTKI/I, MoKp binl%

Kpyrasie JBOSKOBBIITYKJIBIE TabneTky,
MOKPBITHIE MIICHOUHOH 0007104KOL 6e10ro WK
no4uTH Oenoro 1Bera, ¢ PUCKOH Ha OOHOM
cropoHe. Ha nonepedyHoM pa3speze AIpo of]
benoro g0 moury Oeoro UBeTa.

Identification /
Nnentundnxanus

HPLC / BOXX

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 Cetirizine
Hydrochloride  reference  standard
solution. /

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

Bpemst yaep>KHBaHHUA OCHOBHOTO ITHUKA HAXpOMATOTPaMMe  HCIIEITYEMOTO  pacTBOp
XpOMaTorpaMMe HCIBITYEMOrO PaCTBOPAIOIKHO COOTBETCTBOBATh BPEMEHH
COOTBETCTBYET BpPEMEHH YAEP)KHBAHHAYHAEPIKHBAHNA OCHOBHOTO nHKa Ha
OCHOBHOTO IHKa Ha XPOMATOrpaMMEXpOMAaTOrpamMme CTaHIapTHOTO  pacTBopal
CTaHOApTHOTO pPAacTBOpa UETHPH3HHALETHPH3IMHA PHIPOXJIOpHIA (pazmen
THAPOXJIOpHIA. «KonuyecreeHHOE ONIPEAEICHHEY).

Bpems yHEp)XMBaHHS OCHOBHOTO IMKa Hj

Remarks: The Product confirms to ND/
Ipumevanue: ITpoaykT cooTBeTcTBYET TpeboBaHusm HIT

Co

3akmwouenne: OJJOBPEHO

nclusion: APPROVED /

Prepared by / IloarotoeneHo:
M. Brahmaji- Quality control-

Team Member
T

Checked by / IlpoeepeHo:
D. Latha - Quality control- Team

Member \ é

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykorogurens
V. Prashanth - Quality Assurance- Team

Member uw

Print Date /JTata: 26-02-2025

Print Date /Mara: 26-02-2025

Print Date /Jlata: 26-02-2025 \




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUONKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LleTpuH® TabaeTKH, NOKPHITHIE NJIEHOYHOH 000J104k0MH, 10 Mr

Market / PuiHOK : Russia / Poccus

Batch No. / . B2500476 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP25000382 Date of Analysis / 25.02-2025

AnanuTnyeckmii oTueT Ne JlaTa ananusa

Date of Manufacture / . 08-02-2025 Date of Expiry / 31-01-2028

JlaTa npou3BoacTBa Tonex g0

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAs : 63/RR/AP/96/F/R : : JIII-Ne(005456)-(PI'-RU)
Homep PY

auieH3us Ne

Analysis performed according ND / Anann3s nposeaen mo HJI: JITT-Ne(005456)-(PI'-RU)-150524

Ne Test / Iloka3zaTens

Result / Pe3yabTaThi

Specification / Hopma

UV- spectrophotometry /
V®- cnektpodoTroMerpus

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
'wavelengths with an allowed variation of +2i
nm. /'Y ®-crieKTphl HOTJIOLEHHS MCIIBITYEMOTo)
pacTBOpa M CTaHIApTHOTO  PpacTBOpa
LeTHpH3MHa ruapoxiopuaa B obmactu ot 200
o 400 HM [ODKHBI HMMETh MaKCHMYMB]
MOrJIONIEHUA MpH ONHOM M TOHM ke JJIMHe
BOJIHBI C JOIYCTHMEIM OTKJIOHCHHEM =+ 2 HM,

3 ‘Water content/
ConepxaHue BOALI

2.7% wiw /2,7%

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

4 Uniformity of dosage units /
OxHOPOAHOCTH A03HPOBAHHLIX
eMHHHIL

52/52

Acceptance value (AV) should be not more
than 15.0 / TTokazarens npuemnemoctu (AV)
inospkeH OwiTh He Donee 15,0.

5 Dissolution / PacTeopenne

99%, 102%, 105%, 101%, 103%, 100%

Not less than 80% (Q) of the labeled amount
of Cz1H2sCIN:O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMHHAJIBHOTO COAEpPIKAHKA
(C21H25CIN20;3-2HCI (uernpusuna
nuruapoxaopua) yepes 30 MuH,

Remarks: The Product confirms to ND/

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Ilpumeuanue: IlpoaykT coorBercTByeT Tpeboranusm HII

Prepared by / ITonroroeneHo:
M. Brahmaji- Quality control-
Team Member

=

Checked by / IIposepeHo:
D. Latha - Quality control- Team

Member | g

Approved by: Manager/Executive /
OnoGpeno: Menemxkep / Pykorogutens
V. Prashanth - Quality Assurance- Team

Member
e,

Print Date //lata: 26-02-2025

Print Date /Hara: 26-02-2025

Pirint Date /Jlata: 26-02-2025 \




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

IMpoayxr: LetpuH® TabneTky, MOKPHITHIE TNICHOYHOH 06onoukoi, 10 Mr

JIMIeH3Hs No

Market / Prinox : Russia / Poccus

PRfe N/ . B2500476 Batch Quantity / 955 KG / 955 KT

Cepus No Pasmep cepun

Analytical Repovrt No. / . 2002FP25000382 Date of Analysis / 25.02-2025

AunanntHdeckuii oTyeT Ne Jarta anannza

Date of Manufacture / . 08-02-2025 Date of Expiry / 31-01-2028

JlaTa pon3BoACTBa Toxen ao

Mfg. License No. / MA number: /

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

Analysis performed according ND / Ananns nposeaen nmo HJI: JIII-Ne(005456)-(PI'-RU)-150524

Ne  [Test / IMoxasaTenn Result / PesyabTaTsl

Specification / Hopma

Any individual unidentified
impurity / JIro6as enuuuuHas
HeupeHTHOHUMpoBaHHasA npuMeck (0.08% / 0,08%

(ITKO = 0,041%)

Total impurities / 0.2% / 0,2%

Cymma npumeceit

6 Impurities / IIpumecu :
Not detected / He o6Hapysxena
Impurity A /
TIpumeces A
Impurity B / npenena KOJIMUECTBEHHOTO OfpeieieHHs
[Mpumecs B IIKO = 0,010%)
Impurity C /
[Mpumecs C 0.03%/0,03%
Impurity D /
[Mpumecs D Nul detected / He u0napy mend
Impurity E /
INpumecs E 0.04% / 0,04%
Impurity F /
[Tpumecs F

Less than LOQ (LOQ = 0.010%) / Hexe [Not more than 0.2 % / He 6onee 0,2 %

INot more than 0.2 % / ue 6onee 0,2 %
INot more than 0.2 % / ue 6onee 0,2 %
Mot 1mote than 0.2 %6 / ve Gusee 0,2 %6

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

Less than LOQ (LOQ = 0.041%) / Hixe [Not more than 0.2 % / ve 6oxaee 0,2 %
npeaena KOJMYECTBEHHOrO OIpeNe/ICHHS

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

Not more than 2.0% /
He 6onee 2,0%

7 Assay / KoauuecTBeHHOe
onpeneeHue

10.08 mg/ 10,08 mr
100.8% / 100,8%

Not less than 9.0 mg and not more than
11.0 mg C2HasCIN>O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim)./ Ot 9,0 Mr oo
11,0 Mr C21H25C1N203'2HC1 (ue'mpmnﬂa
inuruapoxnopun) B tabnerke (ot 90,0 % oo
110,0 % OT HOMMHAJILHOTO COIEPHKAHMUS).

Remarks: The Product confirms to ND/
IIpumeyanne: Ilponykt coorBeTcTBYET Tpeboranusm H]T

Conclusion: APPROVED /
3axknuenne: OJOBPEHO

Prepared by / IToarotornexo: Checked by / TIposepeHo:
M. Brahmaji- Quality control-

Team Member§§¢5

Member

D. Latha - Quality control- Team

tht—

Approved by: Manager/Executive /
Onob6peno: Menemxep / Pykosoautens
V. Prashanth - Quality Assurance- Team

Member M

Print Date /[Tara: 26-02-2025

Print Date /[{ata: 26-02-2025

Print Date /Hara: 26-02-2025




Dr. Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

Hpoayxr: IlerpuH® TabneTkH, MOKPHITHE INIEHOYHOH 060moukoH, 10 Mr

Market / PriHok : Russia / Poccus

Batch No. / . B2500476 Batch Quantity / 955 KG / 955 KT

Cepns Ne Pasmep cepuu

Analytical Repourt No./ . 2002FP25000382 Date of Analysis / 25.02-2025

AHanuTuuecknii ordet Ne JlaTta aHaanza

Date of Manufacture / . 08-02-2025 Date of Expiry / 31-01-2028

JlaTa npon3BoacTBa T'onen no

Mfg. License No. / MA ber: /

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

JHUeH3uss No

Analysis performed according ND / Ananaus nposeger mo HJI: JIIT-Ne(005456)-(PI'-RU)-150524

\Ne Test / Iloxa3zarenn

Result / PesyabTaTni

Specification / Hopma

8 Subdivision of tablets /
Jlenenne Tabnerox

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 COOTEETCTBYIOT TPeOOBAHHAM, €CITH
He GoJiee 1 emuHUYHAS Macca OTKJIOHAETCA 32
nipcacast 85%0-115% ot cpeaucit maccsl.
TaGnerk HE COOTBETCTBYIOT TpeOOBaHUAM,
ecnu Gonee ueM 1 MHIMBHOYyalbHasA Macca
OTKJIOHAETCS OT STUX NPENENIOB WIH, ecliH |
MHIMBHAYANbHAs Macca OTKIOHAETCS 3a
npepens! 75%-125% ot cpeasel Maccel.

9 Microbiological purity* /
Mukpotuosiornyeckas
qUcTOTa*

a) Total aerobic microbial count /
Ob1mee yrco a3poGHBIX
MHKPOOPTaHU3MOB

b) Total combined yeasts and
mould count / O6wee 4ncmo

JIPOXKIKEBBIX H INIECHEBHIX I‘pI/I6OB

c) E. coli

Not Applicable

Not Applicable

Not Applicable

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

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

Shall be absent in 1g/ OtcytctBue B 1 1

Remarks: The Product confirms to ND/

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Ilpumeyanne: IIpoAyKT cooTBeTCTBYET Tpebopanusam HJT

Prepared by / IloaroropneHo: Checked by / IIporepeHo:
M. Brahmaji- Quality control- | D. Latha - Quality control- Team

Team Member Member 1 g

Approved by: Manager/Executive /
OnoGpeno: Menemxkep / PykoBomuress
V. Prashanth - Quality Assurance- Team

Member
o)

=<
Print Date /J]ata: 26-02-2025 Print Date /lara: 26-02-2025

Print Date /ITara: 26-02-2025




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

Ipoayxr: Llerpua® tabnerky, nOKpeITHIE IIEHOYHOI 060s10uKO#, 10 MI

JuieH3ua Ne

Market / PoiHox : Russia / Poccus

AL : B2500476 atch Ouau iy 955 KG /955 KI

Cepusa Ne Pasmep cepun

Analytical Repourt No./ . 2002FP25000382 Date of Analysis / 25022025

AHaJguTHYeCcKHi oTyeT Ne JlaTa anaan3a

Date of Manufacture / . 08-02-2025 Date of Expiry / 31-01-2028

JlaTa npousBoacTBa T'ogen ao

Mfg. License No. / MA ber: /

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

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

\Ne est / IloxazaTesn Result / PesynbTaThl

Specification / Hopma

10 Package / YnakoBka

KApTOHHYIO.

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information |or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 Tabnerok B
[IBX/TIABX//amomunneBoM Guctepe.
o 2 6nucrepa BMeCTE C JIMCTKOM-
BKJIAJBIIEM YIAKOBAHBI B [IAYKY

10 tablets in PVC/PVDC//aluminum blister. 2

a carton. /

[To 10 tabnerok B
[MBX/TIABX//amomMunuerom 6nuctepe. I1o 2
WK 3 OMcTepa BMECTE C TMCTKOM-
Lama,ummam YIaKoBaHbI B MaYKy KapTOHHYIO.

*Test iy performed periodically with the Inteival uf 1 fivw 20 Latilies, vt at least viee a yeai. The (st vau be absent in Uie
Certificate of Analysis / [IpoBoguTcs IpoU3BOAUTENEM TIPH BEIMYCKE MEPHOMUUYECKH: IS Kaxaoii 20-0ii cepun wim He menee 1
paza B rof. Ilokasatens MOXXeT OBITh He BKIIOYeH B CepTuduKar aHanusa GUpMEL

Remarks: The Product confirms to ND/
IIpumedyanue: Ilpoaykr coorBeTcTBYET TpeboBaHmaM HJI

Conclusion: APPROVED /
3axawouedne: OJJOBPEHO

Prepared by / ITonroroeneHo: Checked by / IIposepeHo:
M. Brahmaji- Quality control-
Team Member

s

Member

D. Latha - Quality control- Team

k,%L_—

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosomurens
V. Prashanth - Quality Assurance- Team

Member
thiay/)

Print Date /Hara: 26-02-2025

Print Date /Jata: 26-02-2025

Print Date /Jlata: 26-02-2025 \




Dr.Reddy’s Q'!"

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIMU3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Herpuu® TabneTky, NOKPHITHIE IIIEHOUHOH 06oJ0uko#, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2500476 Batch Quantity / 955 KG / 955 KT

Cepus No Pa3zmep cepun

Analytical Repovrt No./ . 2002FP25000382 Date of Analysis / 25-02-2025

AnaauTnyecknii oTyer No Jlara aHann3za

Date of Manufacture / . 08-02-2025 Date of Expiry / 31-01-2028

JlaTa npou3BoacTBa Tonen mo

Mfg. License No. / MA number: /

TIpou3BoACTBeHHAs : 63/RR/AP/96/F/R el . JII-Ne(005456)-(PT-RU)
Homep PY

JHIeH3us Ne

Analysis performed according ND / Anauu3 nposeneH no HJI: JITI-Ne(005456)-(PT-RU)-150524

API name / Hanmenosanue APC: Cetirizine dihydrochloride / IleTrpu3nuHa QUrHAPOXJIOPUL,

INN / MHH: Cetirizine / Ilerupuzud

API manufacturer batch number / BT00X24006

Howmep cepuu npousBogutenss ADC:

FP Manufacturer API Batch number / FBRAO00615

Homep cepuu cy6cranunu npoussoantens I'JID:

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

Ilponssoanrens ADC, cTpana: I'noxem WHpactpuec I1eT. JIta., UHaus

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

HaumenoBauue, agpec, JJHUEH3NA LI Malkajgirt Distrist — 500090, 'l'elangana State, India (license No

IIponsBoacTBeHHan naowagka / Ilnomaaka KOHTpoJIsi 63/RR/AP/96/F/R). / IIpouzBoacTBeHHOE MoapasaciacHue-11,

kauectBa / ILnomagka BbIycKa VYyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynannu

Bwuiagx, bauynamwmn Maugan, Menuan Manakaokriupu
Iuctpuxt — 500090, wtar Tenanrana, Uaaus (JIumensns 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».

3axmodenue o coorBercTBHM: «HacTosmum s moarBepKaao, 4To MpHBeICHHas BhlMe HHPOpMaLMs ABISETCS NOCTOBEPHOHN M
TOYHON. DTa cepus NMPOAYKUMH NpoH3BeeHa (BKIIOYAs YHNaKoBKy (MapKMpOBKY) M KOHTPOJL KauecTBa) HAa BBILICYKA3aHHOH
MPOM3BOACTBEHHOMN IUIomaaKe (IUIoanKax) B [OJHOM COOTBETCTBHHM ¢ TpeOoBaHMAMU IIpaBun Haanexarned Npon3BOICTBEHHON
npaktuku Eppasuiickoro skoHomuueckoro coto3a {(GMP/EAEU/RU/00573-2022) wu TpeboBaHMAMM KOHTPOJIA KauyecTBa
JIEKapCTBEHHBIX CPEMCTB, @ TAKXKe B COOTBETCTBHU CO CIEUH(pUKaUMIMY, CONEPKAMMIMUCA B PETHCTPAlIHOHHOM JIOCBE CTPaHEI-
UMIIOpTepa. 3alicH [0 NPOU3BOACTBY, YIIAKOBKE U aHAJIN3y NPOBEPEHbL, M YCTAHOBJIEHO MX COOTBETCTBHE TpeGopaHusam [IpaBun
Hajinexalieil MpOU3BOACTBEHHOH NpakTHKkK EBpasuiickoro 3KOHOMHUYECKOTO COK03aY.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumeuanne: [IponykTt cooTBeTcTBYET Tpebopanusim HJT 3axnouenne: OJJOGPEHO
Prepared by / IloarororneHo: Checked by / ITpoBepeHo: Approved by: Manager/Executive /
M. Brahmaji- Quality control- | D. Latha - Quality control- Team Ono6Gpeno: Menemxep / PykoBogurens
Team Member Member V. Prashanth - Quality Assurance- Team
Member

= a /)

Print Date /Jlara: 26-02-2025 Print Date /Tara: 26-02-2025 Print Date /Hata: 26-02-2025 (




