- . Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJHI3A

Product: Cetrine film coated tablets, 10 mg
Iponykr: LieTpuu® TabaeTKH, NOKPHITHIE INIEHOYHOM 000J104KO0H, 10 Mr

Market / Puinok : Russia / Poccua

pateh.No. 7 . B2501570 B HCH At 955 KG /955 KT

Cepns Ne Pasmep cepuu

Analytical Report No. / . 2002FP25001351 Date of Analysis / . 31-05-2025

AHanuTH4Yeckii oTyeT Ne Jara ananu3a

Date of Manufacture / . 16-05-2025 Date of Expiry / 30-04-2028

JlaTa NpoU3BOACTBA Tonen no

Mfg. License No. / MA ber: /

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

JiHueH3ust Ne

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

Test / IlokasaTenn

19

Result / Pe3yabTaThI

Specification / Hopma

1 Description / Onucanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on cross section. / Kpyribie
MBOSKOBBINMYKJIBIE TaONETKH, TOKPLITHIE]
JIEHOYHOH 000M0uKoit Oesoro mneera, ¢
pucKkOM Ha OIOHOH  CTOpOHE.
OoIepeyHoM paspese — Ampo Genoro
LBETA.

Hanouru Gemoro mBera, ¢ pHCKOH Ha ONHOMN

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

Kpyribie  OBOAKOBBINYKIBIE  TabNeTKH,
MOKPBITHIE TUIEHOYHOH 00071049K0# 6eroro Wiy

cTopoHe. Ha momepedHoM paspese sapo o7
Oeroro 1o mouTH GeNoro LBeTa.

2 Identification /
NaenTugnranus

HPLC / BOXX

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

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

in the chromatogram of Cetirizine
Hydrochloride reference
solution. /

Bpems yaep)kxuBaHUs OCHOBHOTO TIHKA H
XpOMaTorpaMMe UCIBITYEMOrO pPacTBOP:
COOTBETCTBYET BpPEMEHM YAEPKHBAHU
OCHOBHOTO MMKa Ha XpOMarorpamm
CTaHOAPTHOTO pPAacTBOpPa LETHPH3HH
FUAPOXJIOPHAA.

standardreference standard solution (section "Assay").

peMsa YIOECPXKHBAaHUA OCHOBHOIO HHKa H31

poMaTorpaMMeé  HCIILITYEMOIO  pacTBOpa
OJIAHO COOTBETCTBOBATh BPEMEHH
NepPKUBAHHA OCHOBHOTO M1Ka H

poMaTorpaMMe  CTaHIapTHOrO pacnzopj
eTHpH3HHA THIPOXJIOpUAA (pasmen

«KoJnuecTBeHHOE OTIpEeICICHHER).

Remarks: The Product confirms to ND/
IIpumeuanue: IIpogykT cooTBEeTCTBYET TpeOoBaHusAM HJT

Conclusion: APPROVED /
3aknwyenue: OJJOBPEHO

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

Section Head
&~

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

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBonurtens
Ajay Kumar - Quality Assurance- Team
Member 0

e

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

Print Date /Tata: 31-05-2025

Print Date /Hata: 31-05-2025




" - Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: IletpuH® TabieTKy, IOKPLITHE IUIEHOYHOH 060n0uykoH, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2501570 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepun

Analytical RepOj‘t No. / - 2002FP25001351 Date of Analysis / 31-05-2025

AHaJguTHYecKHii oTueT No JlaTa ananu3a

Date of Manufacture / . 16-05-2025 Date of Expiry / 30-04-2028

JlaTa npousBoacTBa T'ozen no

Mifg. License No. / MA ber: /

[Ipou3BOACTBeHHAS : 63/RR/AP/96/F/R S : JII-Ne(005456)-(PT-RU)
Homep PY

JuneH3ust Ne

Analysis performed according ND / Ananns nposeges no HJ: JIIT-Ne(005456)-(PT'-RU)-150524

No Test / [loxasaTens

Result / PesynbTaTsl

Specification / Hopma

UV- spectrophotometry /
Y ®- ciexktpodoToMeTpus

Complies / CooTBeTCTBYET

The UV-spectrum of the test solution and the
Cetirizine Hydrochloride reference standard
fsolution in the range 200 nm to 400 nm should
cxhibit maxima absorbance at about the same
wavclengths with an allowed variation of +2
nm. / Y ®-crieKTpsl NOTIOMIEHUS HCIBITYEMOTO
pacTBopa M CTaHOApTHOrO  pacTBOpal
LeTHPU3HHA TUApoXAopuAa B obnactu ot 200
no 400 HM [OODKHBI HMETh MAaKCHUMYMEI
MOTTIOIIEHNS NPY ONHOH M TOH Xe IUIMHE
[BOJIHBI C AOITYCTUMBIM OTKJIOHCHHEM £ 2 HM.

3 Water content/
Conepxanue BoIbI

3.5% wiw / 3,5%

INot more than 8.0% /
IHe 6onee 8,0 %

4 Uniformity of dosage units /
OAHOPOAHOCTD A03HPOBAHHBIX
eIHHHIL

7.8/17,8

IAcceptance value (AV) should be not more
than 15.0 / Tlokasarens npuemieMocTu (AV)
nomkeH OvITh He Oonee 15,0.

5 Dissolution / PacTBopenne

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

Not less than 80% (Q) of the labeled amount
of C21H25CIN>,O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMUHANBLHOTO COAEPKAHUS
C>1H25CIN>O5-2HCI (netHpHu3nHa
JIHrHAPOX0pKa) 9epe3 30 MUH.

H_pumellaﬂue: HpOI[}’KT COOTBETCTRB)

Remarks: The Product confirms to ND/
et TpeboBanusaM HJL

Conclusion: APPROVED /
3aknrouenne: OJOBPEHO

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

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

Member g;;

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBogurensb
Ajay Kumar - Quality Assurance- Team
Member A

]

Print Date /[lata: 31-05-2025

Print Date /ITata: 31-05-2025

Print Date //1ata: 31-05-2025




- - Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
IpoaykT: LeTpuH® TabreTky, NOKPHITHE INIEHOYHOH 000704KOH, 10 MI

Market / PoiHok

: Russia / Poccua

Batch No. / . B2501570 Batch Quantity / 955 KG /955 KT

Cepust No Pasmep cepun

Analytical Repourt No. / . 2002FP25001351 Date of Analysis / 31-05-2025

AHaJMTHYECKHIi oTyeT No JaTta ananunza

Date of Manufacture / . 16-05-2025 Date of Expiry / 30-04-2028

Jara npoussoacTsa T'onen no

Mfg. License No. / MA ber: /

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

JHIeH3Hs Ne

Analysis performed according ND / Anann3 nposegen no HJL: JITI-Ne(005456)-(PT'-RU)-150524

Ne ]Test / IToka3zarennb Result / PeaynbTaThl Specification / Hopma
6 Impurities / IIpumecu
Not detected / He o6napyxena
Impurity A /
[Tpumecs A Less than LOQ (LOQ = 0.010%) / Hike [Not more than 0.2 % / He 6onee 0,2 %
Impurity B / npezaesa KOMUMIeCTBEHHOTO ONpe/IeNieHHs
[Ipumecs B IIKO = 0,010%) Not more than 0.2 % / He 6o1ee 0,2 %
Impurity C/
[Ipumecs C Less than LOQ (LOQ = 0.017%) / Hixe [Not more than 0.2 % / He 6onee 0,2 %
Impurity D/ Mpenena KOIUIeCTBEHHOTO ONpeNeNIeHHs
[Ipumecs D (ITKO = 0,017%) INot more than 0.2 % / He 6osee 0,2 %
Impurity E /
[Tpumecs E Not detected / He o6napyxeHa Not more than 0.2 % / He 6onee 0,2 %
Impurity F /
[Tpumecs F 0.03% / 0,03% Not more than 0.2 % / ne 6onee 0,2 %
Any individual unidentified Less than Limit of Detection (LOD =
impurity / JIro6ast exuHIIHAsA 0.015%) / Hixe npenena odHapyxenus [Not more than 0.2 % /
HenaeHTHOHUHpoBaHHas npuMecs (11O = 0,015%) He 6onee 0,2 %
N N7% 1 0,07%

Total impurities / 0.2% / 0,2% ‘Not more than 2.0% /
\ICymMma npumeceii He 6onee 2,0%

7 Assay / KonngecTBeHHOe Not less than 9.0 mg and not more than
onpeneieHHE 11.0 mg C2HzsCIN,O3-2HCI (cetirizine

9.95 mg /9,95 Mr dihydrochl:)ride) in table.t (between 90,0 %
99.5% /99 5% and 110,0 % of label claim)./ Ot 9,0 Mr mo
’ 11,0 Mr C7Ha5CIN,Os3-2HCI (ueTHpu3uHa
imuruapoxsiopun) B Tabnerke (ot 90,0 % xo
110,0 % oT HOMHHAIBHOTO COAEPKAHMA).

Remarks: The Product confirms to ND/
Ipumevanne: IIpogykT cooTBeTCTBYET TpeboBanuaM HJJ

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

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

Section Head
%.D

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

Member ‘ g

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team
Member N

A

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

Print Date /Hara: 31-05-2025

Print Date /[Tata: 31-05-2025




De
- Dr. Reddy’s ".. CERTIFICATE OF ANALYSIS
e CEPTUOUKAT AHAJINU3A
Product: Cetrine film coated tablets, 10 mg
IpoaykT: etpua® TabneTku, MOKPHITHIE IIEHOYHOH 000104KO0#, 10 Mr
Market / Peinok : Russia / Poccus
Batch No. / . B2501570 Batch Quantity / 955 KG / 955 KT
Cepus Ne Pasmep cepuu
Analytical Repovrt No. / - 2002FP25001351 Date of Analysis / 31-05-2025
AHaauTHYecKni oTueT Ne JlaTa ananuza
Date of Manufacture / . 16-05-2025 Date of Expiry / 30-04-2028
JlaTa nnpou3BoACTBA T'onen no
Mfg. License No. / MA ber: /
ITpousBoacTBEeHHAsN : 63/RR/AP/96/F/R numoer: : JII-Ne(005456)-(PT-RU)
Homep PY
JauueH3ns Ne
Analysis performed according ND / Ananu3 nposener no HA: JITI-Ne(005456)-(PT'-RU)-150524

est / IToka3zaTennb

e

Result / Pe3yabTaThl

Specification / Hopma

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. /
TabneTkH COOTBETCTBYIOT TPEOOBAHHUAM, €CIH
He Gostee 1 eqMHMYHAS Macca OTKIIOHAETCA 3a
mpenensl 85%-115% oT cpeaHeii MaccH.
TabneTkH HE COOTBETCTBYIOT TpeOOBAHMSAM,
ecii Oonee ueM 1 HHAMBHIYaJIbHAsA Macca
OTKITOHAETCA OT ITHX IPENeNIOB Wi, eciy |
HHIMBHAYaNbHAZ Macca OTKJIOHAETCS 3a
npenensl 75%-125% ot cpenneil Macchl.

8 Subdivision of tablets /
/Tenienne TabyeTok

9 Microbiological purity* /
MukpobHonorayeckas
yuerora*

a) Total aerobic microbial count /
Obmee 9ucio a9poGHBIX
MHKPOOPraHW3MOB

b) Total combined yeasts and

mould count / O6mee gucio
JIPOXKEBBIX U IUIECHEBBIX TPHOOB

¢) E. coli

Not Applicable

Not Applicable

Not Applicable

INot more than 1000 CFU/g /
He 6oisiee 1000 KOE/r

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

Shall be absent in 1g/ OtcyTcTBUE B 1 T

Remarks: The Product confirms to ND/
IIpumedanne: IIponykT cooTBeTCTBYET TpebOBaHusIM HJI

Conclusion: APPROVED /
3aimouenne: OJOBPEHO

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

Section Head —

)

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

Member @”

Approved by: Manager/Executive /
OnoGpeHo: Menemxep / PykoBourens
Ajay Kumar - Quality Assurance- Team
Member 0

Print Date /lata: 31-05-2025

Print Date /Tata: 31-05-2025

Print Date /Jata: 31-05-2025




. Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Lietpua® TabneTKH, TOKPHITHE IUIEHOYHOM 060m0ukoif, 10 MT

Market / PoiHOK : Russia / Poccus

Batch No. / . B2501570 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepun

Analytical Repourt No./ . 2002FP25001351 Date of Analysis / 31-05-2025

AHAJUTHYECKHIT oTUHeT Ne JaTa aHanuza

Date of Manufacture / . 16-05-2025 Date of Expiry / 30-04-2028

JlaTta npon3BoacTea T'ogen no

Mfg. License No. / MA number: /

IIpon3BoacTBEHHAST : 63/RR/AP/96/F/R u : JITI-Ne(005456)-(PT-RU)
Homep PY

JuneHsus Ne

Analysis performed according ND / Ananuns nposegen no H: JIII-Ne(005456)-(PT'-RU)-150524

\No 'Test / Tloka3zaTennb

Result / Pe3yabTaThl

Specification / Hopma

10 Package / Ynaxogka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient information
leaflet in a carton. / ITo 10 TabneTok B
MBX/TIABX//antoMuHHeBOM GrucTepe.
[To 3 OmueTEPa BMECTE C INGTKOM-
BKJIa/IBIIIEM YIIAKOBAaHBI B MAYKY
KapTOHHYIO.

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

[1o 10 tabneTok B
[MBX/TIIBX//amomunueBoM 6nucrepe, [1o 2
in 3 6mucTepa BMECTE € IMCTKOM-
BKJTA/IBIIIEM YITAKOBAHBI B [IAYKY KapTOHHYYO.

*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 / [IpoBoauTCS IPOM3BOAMTEIIEM IIPH BHITYCKE HEPHOJMIECKU: I Kax a0k 20-0i cepum win He MeHee 1
pasa B rox. Iloka3arens MoxkeT ObITh He BKIIO4eH B CepTudukaT aHanu3a GHpMEL.

Remarks: The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTBeTCTBYET TpeGoBannam HJT

Conclusion: APPROVED /
Zakmouenne: OJOBPEHO

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

Section Head -~

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

Member g E

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBonurtenn
Ajay Kumar - Quality Assurance- Team
Member f

VA

Print Date /J]ata: 31-05-2025

Print Date /Hata: 31-05-2025

Print Date /Jlara: 31-05-2025




. Dr.Reddy’s Q%.'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
Product: Cetrine film coated tablets, 10 mg
IpoaykT: LleTprH® TabieTKy, TOKPHITEHIE INIEHOYHOM 060J109K0H, 10 Mr
Market / PeiHok : Russia / Poccus
Batch No. / . B2501570 Batch Quantity / 955 KG /955 KT
Cepusi Ne Pasmep cepum
Analytical Repovrt No. / - 2002FP25001351 Date of Analysis / 31-05-2025
AHanuTudeckunid oTuer Ne JlaTa aHanu3a
Date of Manufacture / . 16-05-2025 Date of Expiry / 30-04-2028
JlaTa npou3BoACTBa T'open go
Mig. License No. / MA number: /
HponssoacreeHHas : 63/RR/AP/96/F/R : JIII-Ne(005456)-(PT'-RU)
Homep PY

JuoeH3ns Ne
Analysis performed according ND / Ananns npoeeaen no HJI: JIII-Ne(005456)-(PT-RU)-150524

API name / HanmenoBanne ADC:

Cetirizine dihydrochloride / LleTupu3nHa QUM APOXIOPUL

INN / MHH:

Cetirizine / LleTHpusuH

API manufacturer batch number /
Homep cepuu npousBoanTens ADC:

BT00-25006, BT00-25007

FP Manufacturer API Batch number /
Homep cepun cy6cTanuuu npoussogutesist IJID:

FBSA00062, FBSA00063

API Manufactured by & country /
IlpousBoautennb AD®C, cTpaHa:

Glochem Industries Pvt. Ltd., India /
I'noxem Mupactpurec I1BT. JITA., MBnmsa

Name, address, authorization No for kP
manufacturing site / Control site / Release site /
HaunmeHnoBaHHe, aapec, JIMNEH3Us JId
IMpouseoacTeeHnas niaomaaka / Ilnomagka KOHTpoJIst
kauecTBa / [lnomagka Buinycka

Formulation Tech Ops — 11, Survey No. 42p, 43, 44p, 45p, 46p,
53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri Distrist — 500090, Telangana State, India (license No
63/RR/AP/96/F/R). / TIpon3BoacTBeHHOE noApasaencHue-11,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, Bauynauiu
Bwinampk, baaynammn Margan, Memuan ManakaDKTHpH
Huctpukt — 500090, mrat Tenanrana, Maaus (JInuenzus 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».

3akmro9eHne 0 cooTBeTcTBHM: «HacTofmuM s MOATBEpKIalo, 9TO NPHBEICHHAS BHIE MH(OpPMAIMA ABIACTCA TOCTOBEPHOH H
TOYHOM. DTa cepus MPOAYKUIHMA NpoU3BedeHa (BKIIOYAas YNMAkoBKYy (MapKUpOBKY) M KOHTDOJb KauecTBa) Ha BhINEYKa3aHHOM
MPOU3BOACTBEHHOM ILTOMmaAKe (IUI0INAIKaX) B MOJHOM COOTBETCTBHH ¢ TpeGoBaHMAMH IIpaBun Hamiexalled NpOW3BOACTBEHHOM
npakTuky EBpasmiickoro skoHommdeckoro coiosa (GMP/EAEU/RU/00573-2022) u TpeGoBaHMAMH KOHTPOJA KadecTBa
JIEKapCTBEHHBIX CPEACTB, @ TAKKE B COOTBETCTBUHU CO CEUM(HUKALMAMHU, COAECPKALIMMHICA B PETHCTPAIIMOHHOM NOCHE CTPaHbI-
HUMIIOpTepa. 3aIlUCH [0 IPOU3BOJACTBY, YIAKOBKE M aHAJIH3Y HPOBEPEHEI, M YCTAHOBJIEHO MX COOTBETCTBHE TpeboBanuaM Ilpasun
HaJnexaleii Npon3BOACTBEHHON NpakTHKU EBpa3uiickoro 3kOHOMHYECKOTO COI03a».

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO
Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoaurens
Ajay Kumar - Quality Assurance- Team
Member N

Remarks: The Product confirms to ND/

IIpumeuanne: IIpogykT cooTBeTCTBYET TpeboBanusm HJT

Prepared by / ITonrotopieHo: Checked by / IIposepeHo:

M. Brahmaji - Quality control- D. Latha - Quality control- Team

Section Head Member \ g

b~
Print Date /[{aTa: 31-05-2025

Print Date /[Tata: 31-05-2025 Print Date /daTa: 31-05-2025




