Dr.Reddy’s Q%.‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
TIponyxT: LleTprH® TabneTku, HOKPHIThIE TIIEHOYHOH 0007109K0i, 10 Mr

Market / PoiHoK : Russia / Poccus

Batch No. / . B2501571 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepun

Analytical Repourt No./ - 2002FP25001352 Date of Analysis / 31-05-2025

AHaJuTHuyecKHii oTueT Ne JlaTa ananu3za

Date of Manufacture / . 14-05-2025 Date of Expiry / 30-04-2028

JlaTa npous3BoacTBa T'omen no

Mfg. License No. / MA number: /

Ilpon3BoacTBeHHast : 63/RR/AP/96/F/R : JITT-Neo(005456)-(PT-RU)
Homep PY

JIHeH3us Ne

Analysis performed according ND / Ananns npoeegen no HJI: JITII-Ne(005456)-(PI'-RU)-150524

Ne 'Test / TlokaszaTenn

Result / PesyabTaThl

Specification / Hopma

1 Description / Onncanne

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

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

TBOSIKOBBIITYKJIbIE TabJeTkH, MOKphIThiKpyribie IBOSKOBBIITYKIIbIE TabIeTKH,
[UIEHOYHOH 060II04YKOi Geloro LBeTa, COKPhIThIE INIEHOYHOH 000104K0i 6em0ro HiIH
puckoii Ha opHOW cTopone. Hamnoutn Oenoro nBeTa, ¢ pUCKOW Ha OIHOM
MONEepeyHOM paspe3e — sAnapo Genorocropone. Ha nomepedHoM paspese SAPO OT
BeTa. Oemoro Ko Mo4uTH OEI0To LBETA.

2 Identification /
NnenTudukanns

HPLC / BOXX

The retention time of the main peak in theThe retention time of the main peak in the
chromatogram of test solution complyichromatogram of test solution should comply|
with the retention time of the main peakiwith the retention time of the main peak in the
in the chromatogram of Cetirizineichromatogram of Cetirizine Hydrochloride;

Hydrochloride  reference standardreference standard solution (section "Assay").
solution. / ijeMﬂ YIEpXKUBaHMS OCHOBHOTO TNHKa Ha
BpeMst yep:KHBaHHs OCHOBHOTO IIMKA HAXPOMATOrpaMMe  MCTIBITYEMOTO  pacTBopa
XpOMaTOrpaMMe HCIBITYEMOTO PacTBOPANOIKHO COOTBETCTBOBATh BpeMeHH
COOTBETCTBYET BpPEMEHH YepHHBaHUAYAepPKHBAHHA OCHOBHOT'O nyka  Ha
OCHOBHOI'0O TMHKa Ha XpOMaTorpaMMeXpoMaTorpaMme CTaHFApTHOIO  PacTBOpA
CTaHIapTHOTO pacTBOpa UETHPH3MHALETUPH3HHA THAPOXJIOpHIA (pasmen
TUAPOXJIOPUAA. «KonuuecTBeHHOE OnpesieNieHHe ).

Remarks: The Product confirms to ND/
Ipumeyanue: Mpoaykt cooTBeTcTBYET TpeGoBanmsamM H]T

Conclusion: APPROVED /
Zaxnouenue: OJOBPEHO

Prepared by / TlogrorosneHo:
M. Brahmaji - Quality control-
Section Head

A

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

Member \ E g :

Approved by: Manager/Executive /
Ono6peno: Meremxep / Pyxooauresn
Ajay Kumar - Quality Assurance- Team
Member n

i

Print Date /MTata: 31-05-2025

Print Date /Mata: 31-05-2025

Print Date /JTata: 31-05-2025




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Hpoaykr: Ietpua® TaONeTKH, NOKPEITHIE MIIEHOYHOH 060109K0H, 10 Mr

Market / Peinok : Russia / Poccus

HALCIRNOR/ : B2501571 Baich nantityd 955 KG /955 KT

Cepns Ne Pazmep cepun

Analytical Repovrt No./ . 2002FP25001352 Date of Analysis / 31-05-2025

AHANTHYECKNH 0TYeT No Hdara aHaausa

Date of Manufacture / . 14-05-2025 Date of Expiry / 30-04-2028

JlaTa nmpon3BoacTBa Togen mo

Mfg. License No. / MA number-: /

TIpOH3BOACTBEHHAs : 63/RR/AP/96/F/R er: JITI-Ne(005456)-(PT-RU)
Homep PY

JIHnen3us Ne

Analysis performed according ND / Ananus nposenes no HI: JIII-Ne(005456)-(PT-RU)-150524

No est / Iloxa3zaTennb

Result / Pe3ynbTaThl

Specification / Hopma

UV- spectrophotometry /
Y ®- criektpodoToMeTpust

Complies / CooTBeTCTBYET

The UV-spectrum of the test solution and the
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 ®-criekTphl OTJIOMIESHH HCIIBITY EMOTO
pacTBOpa M CTaHNApTHOTO  PpacTBODA
LeTHpH3HHA T'HApoXJIopuaa B obnactu ot 200
no 400 HM JOMKHB HMMETh MAaKCHMYMBbl
MOMJIOIEHHs MPH OXHON M TOH Xe JJNHE,
BOJIHBI C IOTIYCTUMBIM OTKJIOHEHHEM + 2 HM.

3 Water content/
Conep:xaHue BOABI

3.4% wiw / 3,4%

INlat mare than 8 N% /
He 6omee 8,0 %

4 Uniformity of dosage units /
OXHOPOAHOCTD 103MPOBAHHBIX
eJHHHII

2.5/25

Acceptance value (AV) should be not more
than 15.0 / ITokaszarens npuemieMoctd (AV
\nomkeH Ob1Th He Gonee 15,0.

5 Dissolution / PacTBopeHHne

102%, 99%, 104%, 99%, 100%, 104%

INot less than 80% (Q) of the labeled amount
lof C21H2sCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He Menee
80 % (Q) oT HOMHHAIBHOIO COAEP)KaHUA
(C21H2sCIN203-2HCI (neruprsnna

lruapoxaopun) gepes 30 MuH.

Remarks: The Product confirms to ND/
IMpumeyanue: [TpoaykT cooTBeTcTBYET TpebonanusaM HJL

Conclusion: APPROVED /
Zaxmouenue: OJJOGPEHO

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

Section Head\—‘P

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

Member \ g ?

Approved by: Manager/Executive /
Omo6Gpero: MeHnemxep / PykoBogurens
Ajay Kumar - Quality Assurance- Team
Member n

Print Date /aTta: 31-05-2025

Print Date /Jata: 31-05-2025

L
Print Date /daTa: 31-05-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Herpun® TabIeTKy, HOKPHITHIE IIEHOYHOH 000109K0H, 10 MT

Market / PoiHoOK : Russia / Poccus

Batch No. / . B2501571 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepuu

Analytical Repovrt No. / - 2002FP25001352 Date of Analysis / 31-05-2025

AHanutTnyeckuii oruer Ne Jlara aHanu3a

Date of Manufacture / . 14-05-2025 Date of Expiry / 30-04-2028

JaTa npou3sBOACTBA Tonen oo

Mfg. License No. / MA number: /

IIpou3BoacTBeHHAN : 63/RR/AP/96/F/R ’ JITI-Ne(005456)-(PT"-RU)
Howmep PY

JuneHsnsg Ne

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

Ne Test / Iloxa3aTesb Result / Pe3ynbTaThl Specification / Hopma
6 Impurities / IIpumecn
Not detected / He ob6HapysxeHa
Impurity A /
" [[Ipmmecs A Less than LOQ (LOQ = 0.010%) / Huwxe [Not more than 0.2 % / ne 6onee 0,2 %
Impurity B / npenesia KONHIECTBEHHOTO OTpeleieH s
[Ipnmecs B (ITIKO = 0,010%) Not more than 0.2 % / He 6onee 0,2 %
[mpurity C/
[Iprmecs C Less than LOQ (LOQ = 0.017%) / Huxe [Not more than 0.2 % / He 6o1nee 0,2 %
Impurity D / npenena KOJIMIeCTBEHHOTO ONpeaeseHHs]
[Ipumecs D ITKO = (,017%) Not more than 0.2 % / He 6onee 0,2 %
Impurity E /
[Ipumecs E INot detected / He o6napyxeHa Not more than 0.2 % / re 6onee 0,2 %
Impurity F /
[Ipumece F 0.03% / 0,03% Not more than 0.2 % / ue 6onee 0,2 %
Any individual unidentified Less than Limit of Detection (LOD =
impurity / Jlro6as equHI4HASL 0.015%) / Hwxke nipenena oOHapyxenus [Not more than 0.2 % /
HeupeHTHGUUUpoBaHHas npuMecs (T10 = 0,015%) He 6omnee 0,2 %
0.07% / 0,07%
Total impurities / 0.2% /0,2% INot more than 2.0% /
Cymma mpumeceit He 6onee 2,0%
7 Assay / KonndecTBeHHOE INot less than 9.0 mg and not more than
onpenesieHne 11.0 mg Co1H25CIN2O3-2HCI (cetirizine
9.98 mg /9,98 Mr dihydrochl;)/ride) in tablgt {between 90,0 %
99.8% / 99.8% and 110,0 % of label claim)./ OT 9,0 M 10
i 11,0 Mr Cz1H25CIN,O3-2HCI (uetupusuHa
imurugpoxiaopun) B Tabnetke (ot 90,0 % no
110,0 % OT HOMMHAIBLHOTO COJCPKAHUA).

Remarks: The Product confirms to ND/
Ilpumeuanne: IIpodykT cooTBeTCTBYET TpeboBanmam HT

Conclusion: APPROVED /
Zaxmouenue: OJIOBPEHO

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

Section Head >

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

Member \ g :

Approved by: Manager/Executive /
Ono6pero: Menemxep / Pykosoaurens
Ajay Kumar - Quality Assurance- Team

Member (jj

Print Date //Tata: 31-05-2025

Print Date /JIata: 31-05-2025

Print Date /[lara: 31-05-2025




[ I
Dr. Red dy’s ‘;. CERTIFICATE OF ANALYSIS
* CEPTUOHNKAT AHAJIM3A
Product: Cetrine film coated tablets, 10 mg
HpoaykT: IetprHa® TabeTKH, NOKPHITHIC INIEHOYHOH 060109Kko#, 10 Mr
Market / PriHOK : Russia / Poccus
Batch No. / . B2501571 Batch Quantity / 955 KG / 955 KT
Cepus Ne Pasmep cepun
Analytical Repovrt No. / - 2002FP25001352 Date of Analysis / 31-05-2025
AHanuTHYecKHii oTyeT No HMarta ananu3a
Date of Manufacture / . 14-05-2025 Date of Expiry / 30-04-2028
JlaTa npou3BoAcTBa T'open go
Mfg. License No. / MA number: /
TIpon3EoACTBeHHAN : 63/RR/AP/96/F/R e JITT-Ne(005456)-(PT-RU)
Homep PY
nunensus Ne
Analysis performed according ND / Ananus npoBenen no HJI: JIII-Ne(005456)-(PT-RU)-150524

INe est / Ilokasarean

Result / PesyabTaTthl

Specification / Hopma

8 Subdivision of tablets /
JlesieHHe TabJIeTOK

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. /
Ta6naeTk COOTBETCTBYIOT TPEOOBAHHUAM, €CITH
He Goniee | eMMHIIHAS Macca OTKIOHIETCS 33
npepensl 85%-115% oT cpenHeit Macchl.
'TabneTKH HE COOTBETCTBYIOT TPeOOBAHIM,
ecnu 6oJiee deM | MHIMBHUAYaJIbHAsA Macca
OTKIIOHSIETCS OT 3THX IPEIENIOB WM, eciu 1
WHIBUIYalIbHAS Macca OTKIIOHAETCS 3a
npenenst 75%-125% ot cpenHei Macchl.

9 Microbiological purity* /
Mukpobuonoruyeckas
qUcTOTa*

a) Total aerobic microbial count /
Ob11ee 9ucI0 a3pOOHBIX
MHKpOOpPTaHN3MOB

b) Total combined yeasts and

mould count / O6imnee yncio
IPO>OKEBBIX M IJIECHEBLIX TPHOOB

c) E. coli

Not Applicable

Not Applicable

Not Applicable

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

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

Shall be absent in 1g/ OtcyrcTBHEe B 1 T

Remarks: The Product confirms to ND/

ITpumeyanume: IIpoaykT cooTBeTcTBYeT TpeboBanusam H]{

Conclusion: APPROVED /
3akmouenue: ONOBPEHO

Prepared by / Iloarotorneno: Checked by / IIpoBepeHo:
M. Brahmaji - Quality control- D. Latha - Quality control- Team
Section Head Member

QL

Approved by: Manager/Executive /
Opo6peno: Menemxkep / PykoBogurens
Ajay Kumar - Quality Assurance- Team
Member n

A

Print Date /Tata: 31-05-2025

Print Date /J1ata: 31-05-2025

Print Date /JTata: 31-05-2025
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOPHNKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
ITpoaykT: LlerprH® TabNETKH, MOKPHITHIC IUIEHOYHOH 000/109K0i1, 10 Mr

Junen3usa Ne

Market / PeiHok : Russia / Poccus
Batch No. / . B2501571 Batch Quantity /. 55 ¢ /955 kT
Cepus Ne Pa3smep cepun
Analytical Repovrt No. / - 2002FP25001352 Date of Analysis / . 31-05-2025
AHajguTuyecknii oTuer No Jara ananusa
Date of Manufacture / . 14-05-2025 Date of Expiry / . 30-04-2028
JlaTa npou3BoacTBa I'onen no
Mfg. License No. / MA number: /
H ) : JII-Ne(005456)-(PT -
IIpousBoacTBeHHAS 63/RR/AP/96/F/R Howmep PY o( )-(PT-RU)

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

Ne Test / IlokazaTenn

Result / PesyanraTs!

Specification / Hopma

10 Package / YnakoBka

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
leaflet in a carton. / ITo 10 TabneTtox B |a carton. /

[IBXATABX//amomunuesoM 6nucrepe. [[1o 10 tabnetok B

[To 3 6nuctepa BMecTe ¢ TUCTKOM- [IBX/TTIBX//amomunueBoM Gnuctepe. Ilo 2
BKJTAIBIIIEM YIIAKOBAHBI B TIA9KY WK 3 GIIucTepa BMECTE C JIMCTKOM-
KapTOHHYIO. BKJIAIBINIEM YIIAKOBAHAI B MAYKY 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 / [IpoBoIHTCS TPOU3BOAUTENEM NIPU BHITYCKE IEPHOIMIESCKH: WA Kaxnoi 20-oii cepuu nnu He MeHee 1
pasa B roa. [Tokasarens MoxeT ObITh He BKIIOUeH B CepTudukar aHanuza GUpMEL.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IMpumeuanue: IIpogyKT cooTBETCTBYET TpeboBanuaM HJT 3akmouenue: OJOBPEHO
Prepared by / ITogroroneHo: Checked by / ITposepeHo: Approved by: Manager/Executive /
M. Brahmaji - Quality control- D. Latha - Quality control- Team OnobpeHo: MeHnemxkep / PykoBoanuTens
Section Head = Member ( g p Ajay Kumar - Quality Assurance- Team

. Member N :

csd

Print Date /J{ata: 31-05-2025 Print Date /[ata: 31-05-2025 Print Date /Mara: 31-05-2025




; .
Dr.Red dY’S Q.O. CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
HpoayxT: HeTpue® TabieTKy, NOKPBITHIE INEHOYHOH 060104K0if, 10 Mr
Market / PeiHOK : Russia / Poccus
Batch No. / . B2501571 Batch Quantity / . 955 KG /955 KT
Cepus Ne Pasmep cepuu
Analytical Repourt No. / . 2002FP25001352 Date of Analysis / . 31-05-2025
AHanuTHYecKHii oTueT No Jara ananu3za
Date of Manufacture / . 14-05-2025 Date of Expiry / . 30-04-2028
JlaTa npousBoacTea T'oxen no
Mfg. License No. / MA number: /
TIpOM3BOACTBEHBAs : 63/RR/AP/96/F/R ariEt JITI-Ne(005456)-(PT-RU)
Homep PY
JuueH3us Ne
Analysis performed according ND / Ananu3 nposenen mo HJI: JITI-Ne(005456)-(PT'-RU)-150524

API name / HaumenoBanue ADC: Cetirizine dihydrochloride / IleTupusuHa TUTHAPOXJIOPUL

INN / MHH: Cetirizine / LleTupusux

API manufacturer batch number / BT00-25006

Howmep cepun npoussoautesisi ADC:

FP Manufacturer API Batch number / " FBSA00062

Homep cepuu cy6cTaHunu npousoauntes I'JID:

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

IlpousBogurens APC, cTpaHa: I'moxem Uuapactpuec I1sT. JITh., Henus

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

HanmeHoBaHue, aapec, THLECH3US 1JIs1 Malkajgiri Distrist — 500090, Telangana State, India (license No

IIpousBoacreennas mioniaaka / lnouwiaaka KOHTpoJIsA 63/RR/AP/96/F/R). / IIpoussoacTBeHHOE moapazaenenue-II,

kavecTBa / [Inomanka BeInycka Vaacrku Ne 42p, 43, 44p, 45p, 46p, 53, 54883, bagynannu

Bunamk, bagynamm Manpan, Megyan ManakamKkrapu
Juctpuxt — 500090, wraT Tenanrana, Muaus (JInuensusa 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 establishedy.

3akuoueHne o cooTBeTcTBUM: «HacToAmUM 51 IOATBEpXk /a0, UTO NPMBENECHHAS BbIMe MHpOpManys ABIAETCA AOCTOBEPHOH U
TOYHOM. DTa cepus MPOMYKIMHM TpOH3BeleHa (BKMOYas YHNAaKOBKY (MapKHpPOBKY) M KOHTPOJb KadecTBa) Ha BBIMICYKAa3aHHOMH
NPOU3BOACTBEHHOI TUTONIaaKe (IWI0INAAKax) B MOJIHOM COOTBETCTBUH C TpeOopaHusiMH [IpaBun Haqiexameil Tpou3BOICTBEHHOMH
nmpakTUku EBpasuiickoro sxoHoMudeckoro coiosza (GMP/EAEU/RU/00573-2022) u TpeOOBaHMSAMH KOHTPONS KadecTBa
JIEKapCTBEHHBIX CPEACTB, @ TAKXKE B COOTBETCTBHH CO CTICHMHUKANMSIMHY, CONCPXKAIMAMHKCA B PETHCTPAIMOHHOM JOChE CTpaHbI-
HMIIOpTepa. 3alUCH 10 IPOU3BOACTBY, YIIAKOBKE M aHAH3Y ITPOBEPEHEI, H YCTAHOBIICHO MX COOTBETCTBHE TpeOoBauuaM Ilpasun
HajAJexalled MpoOu3BOICTBEHHOM MpakTUKN EBpa3uiickoro 5KOHOMHUYECKOro CO03ay.

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

IIpumeyanne: IIpoayKT cooTBETCTBYET TpeboBaHmaM HJ 3axmoyenne: ONJOBPEHO

Prepared by / ITonrotosneHo: Checked by / ITpoBepeHo: Approved by: Manager/Executive /

M. Brahmaji - Quality control- D. Latha - Quality control- Team Ono6peno: Menemxep / PykoBoauTesns

Section Head Member Ajay Kumar - Quality Assurance- Team
S ' e Member &;ﬁ

Print Date //Iata: 31-05-2025 Print Date /Jlata: 31-05-2025 Print Date /J{ata: 31-05-2025




