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Dr.Reddy’s ‘%.‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJINU3A

Product: Cetrine film coated tablets, 10 mg
Hpoaykr: LletpuH® TabneTku, HOKPHITHIE IIEHOUHOM 060104KO0#, 10 Mr

Market / Puinox : Russia / Poccus

Ratch oy : B2501180 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepun

Analytical Repovrt No./ - 2002FP25000918 Date of Analysis / 15-04-2025

AHaJuTHYEeCKHH oTyeT No JlaTa anaau3a

Date of Manufacture / . 19-03-2025 Date of Expiry / 29.02-2028

JlaTa npou3BoACTBA Tonen no

Mfg. License No. / MA ber: /

Ilpou3BoacTBeHHAN : 63/RR/AP/96/F/R namber: JIII-Ne(005456)-(PT-RU)
Homep PY

JnueHsus Ne

Analysis performed according ND / Anaans nposeaen no H: JITI-Ne(005456)-(PT-RU)-150524

Ne  [Test/ IokaszaTens

Result / PesyabTarsr

Specification / Hopma

1 Description / Onucanue

White coloured, round, biconvex film:
coated tablet with a breakline on one side.
White core on cross section. / Kpyruibiel
ITBOSIKOBBIMYKJIbIE TaOMeTKH, IMOKPLITHIE
[UIEHOYHOM 000sI0uKoif Gestoro 1pera, ¢
puckoii Ha opmoit cropone. Ha
MONepedHoOM paspe3e — sgpo Genoro,
uBeTa. .

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

Kpyrnsie IIBOSIKOBBINYKJIBIC TabNeTKH,
MOKPHITHIE IVIEHOYHOH 060s04KOo 6enoro wiy
noytH Oenoro LBera, ¢ PHCKONH Ha OMHOM
cropode. Ha nonepe4HoM paspese  sapo OT]
Oesioro no nodrTu OEoro LBeTa.

2 Identification /
HaenTndukanus

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

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

Hydrochloride  reference  standardreference standard solution (section "Assay").
solution. / Bpems ynxep>kvBaHHMS OCHOBHOTO THKa Ha
Bpems ynepxuBaHUs OCHOBHOTO MUKa Hatxpomamrpamme UCIIBITYEMOTO  pacTBOP
XpOMaTOrpaMMe HCITBITYEMOrO PacTBOPaAOIKHO COOTBETCTBOBATH BpEMEHH
COOTBETCTBYET BPEMEHHU YAepiKHBaHHAYACPKHBAHUS OCHOBHOT'O nHKa Ha
OCHOBHOTO IMKa Ha XpPOMaTorpaMMeXpoMaTorpaMMe  CTaHZApTHOrO  pacTBOP
CTaHOApTHOTO pacTBOpa LETHPH3IMHAIETHPH3HHA FUIPOXJIOpUIA (pazpmen
THIPOXJIOpUAA. «KonuyecTrBeHHOE onpeneneHue ).

Remarks: The Product confirms to ND/
Ipumeuanue: IIponykt cooTBeTcTBYET TpeboBanmsam HI

Conclusion: APPROVED /
3axmwouenune: OJJOBPEHO

Prepared by / IToarorosineHo:
CH. Prasad - Quality control- Team
Member

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

Member { E; 2

Approved by: Manager/Executive /
Onobpeno: Mernemxep / Pykoroauress
Ajay Kumar - Quality Assurance- Team
Member IS

A

Print Date /arta: 16-04-2025

Print Date /JTata: 16-04-2025

Print Date /Hara: 16-04-2025
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Dr.Reddy’s "6.'

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
NpoaykT: Lerpua® TabineTku, NOKpHITLIE INIEHOYHOH 0005109K0MH, 10 Mr
Market / Poinox : Russia / Poccus
EtehINe. : B2501180 Bafch Duantity 4 955 KG / 955 KT
Cepusa Ne Pa3zmep cepun
Analytical Repourt No./ . 2002FP25000918 Date of Analysis / 15-04-2025
AHaguTHYeCKHii oTyeT No JaTa ananuza
Date of Manufacture / . 19-03-2025 Date of Expiry / 29.02-2028
JlaTa npou3BoICTBA T'ogen o
Mfg. License No. / MA ber: /
Ipon3BoACTBeHHAS : 63/RR/AP/96/F/R s JITI-Ne(005456)-(PT-RU)
Homep PY

JuneH3ns Ne
Analysis performed according ND / Anann3 nmposeaen no HJI: JITI-Ne(005456)-(PT-RU)-150524

Ne Test / Iloka3zaTein

Result / Pe3yabTaThl

Specification / Hopma

UV- spectrophotometry /
Y O- cniektpodoTomerpus

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 ®-cnexTps! IOTJIOMEHH] HCNBITYEMOTg
pacTBopa M  CTaHZapTHOTO  pPacTBOpa
LIETHPH3KMHA THOpPOXJIOpHAA B 0biacTu ot 200
mo 400 HM [OO/DKHBI UMETh MAaKCUMYMEI
MOTJIOIEHHA TIPM OOHOM M TOH XK€ IUIHHE|
BOJIHEI C JOITYCTHMEBIM OTKJIOHEHHEM + 2 HM.

Water content/
ConepxxaHue BOABI

3.2% w/w /3,2%

[Not more than 8.0% /
He Gonee 8,0 %

Uniformity of dosage units /
OIHOpPOAHOCTH N03HPOBAHHBIX
eIMHHUL

45745

Acceptance value (AV) should be not more
than 15.0 / Tlokazarens npuemiaeMmocta (AV)
imomkeH 6biTh He Bonee 15,0.

Dissolution / PacrBopenue

101%, 102%, 100%, 100%, 101%, 104%

INot less than 80% (Q) of the labeled amount
of C21HzsCIN>O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) OT HOMHHAJILHOT'O COAEPHKAHU
C21H25CIN203-2HC] (uetupusnHa

aurHapoxaopua) yepes 30 MuH.

Remarks: The Product confirms to ND/
IIpumeuanne: Ilponykt cooTseTcTBYeT Tpeboranusm HJI

Conclusion: APPROVED /
3axmoyenne: OJJOGPEHO

Prepared by / ITonrorosnexo:
CH. Prasad - Quality control- Team

Member C@
[

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

Member q !g p

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykoroaurens
Ajay Kumar - Quality Assurance- Team
Member I

Print Date /ara: 16-04-2025

Print Date /[{ata: 16-04-2025

Print Date /Jlata: 16-04-2025
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Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product: Cetrine film coated tablets, 10 mg
Ipoaykr: IetpuH® TabneTkH, MOKPHITHIE INIEHOYHOM 060mmoukoii, 10 Mr
Market / Poinok : Russia / Poccust
acchiNG ¥ : B2501180 Eatch Ouantity 955 KG /955 KT
Cepusn Ne Pasmep cepun
Analytical Repovrt No./ . 2002FP25000918 Date of Analysis / 15-04-2025
AHaJuTHYECKHii oTyeT Ne Jara ananmsa
Date of Manufacture / . 19-03-2025 Date of Expiry / 29.02-2028
JlaTa npoH3BoaACTBA T'onen no
Mfg. License No. / MA number: /
TIponsBoAcTBeHAAS : 63/RR/AP/96/F/R penad JII-Ne(005456)-(PT-RU)
Homep PY
JHeH3us Ne
Analysis performed according ND / Anaans nposenen no HJ/I: JITI-Ne(005456)-(PI'-RU)-150524

[N_l Test / IlokazaTens [Result / PesyabTaTsn Specification / Hopma
6 . [Impurities / IIpumecu
Not detected / He oGHapyxeHa
Impurity A /
Tpumecs A Less than LOQ (LOQ = 0.010%) / Huxxe Not more than 0.2 % / ve 6onee 0,2 %
Impurity B / npe/ena KOJIHYECTBEHHOTO ONpPeIeNICHUs
ITpumecs B (ITIKO = 0,010%) Not more than 0.2 % / e 6onee 0,2 %
Impurity C /
IMpumeck C Less than LOQ (LOQ = 0.017%) / Huxe Not more than 0.2 % / ne 6onee 0,2-%
Impurity D / [pezena KOJIMYECTBEHHOTO ONpeelIeHNs
[Ipumecs D (ITIKO = 0,017%) Not more than 0.2 % / e 6onee 0,2 %
Impurity E /
[Ipumecs E Not detected / He o6HapyxeHa Not more than 0.2 % / e 6onee 0,2 %
Impurity F /
IMpumecs F 0.03% / 0,03% Not more than 0.2 % / e 6onee 0,2 %
Any individual unidentified Not detected / He o6HapyxeHa
impurity / Jlio6as eauHH4IHas Not more than 0.2 % /
nenaeHTHUIMpoBaHHas npuMecs (0.06% / 0,06% He 6onee 0,2 %
0.1%/0,1%
Total impurities / INot more than 2.0% /
Cymma npumMecei He 6onee 2,0%
7 Assay / KonuuecTBeHHOE Not less than 9.0 mg and not more than
omnpeaeeHHe 11.0 mg C21H25CIN;O3-2HCI (cetirizine
9.85 mg /9,85 Mr dihydrochlooride) in tab1<=:t (between 90,0 %
98.5% / 98.5% ‘and 110,0 % of label claim)./ Ot 9,0 mr no
’ 11,0 mr C;;Hy5CIN,O5-2HCI (uetupuzuHa
imuruapoxiyiopun) B tabnerke (ot 90,0 % 1o
110,0 % OT HOMMHAJILHOTO COAEPXKAHHS).

Remarks: The Product confirms to ND/
IIpumeuanne: IlponykT coorsercTByeT Tpebopanugm HJI

Conclusion: APPROVED /
3akmwuenne: OJIOBPEHO

Prepared by / IToarororneHo:
CH. Prasad - Quality control- Team

Member C@
|

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

Member 1 g p

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykoponurens
Ajay Kumar - Quality Assurance- Team
Member "

2]

Print Date /[lata: 16-04-2025

Print Date /Jlara: 16-04-2025

Print Date /JTata: 16-04-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
INponyxr: etpun® TabneTky, NOKPHITHE IUIEeHOYHOH o6onouko, 10 mr
Market / Poinox : Russia / Poccns
Batch No. / . B2501180 Batch Quantity / 955 KG / 955 KT
Cepun No Pasmep cepuu
Analytical Repo“rt No./ . 2002FP25000918 Date of Analysis / 15-04-2025
AnanaTnyeckuii oTuer Ne Jarta aHanuza
Date of Manufacture / . 19-03-2025 Date of Expiry / 29-02-2028
JlaTa npoH3BoOACTBA T'onen ao
Mfg. License No. / MA ber: /
TlponsBoacTBeHHAS : 63/RR/AP/96/F/R numoer: JII-Ne(005456)-(PT-RU)
Homep PY
JHIeH3nA No
Analysis performed according ND / Ananus nposenen mo HJI: JITI-Ne(005456)-(PI-RU)-150524

Test / Iloka3aTens

[N

Result / PesyabTaThl

Specification / Hopma

Complies / CooTBeTCTBYET

he 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. /
TaGneTkH COOTBETCTBYIOT TPEOOBaHUIM, €CIIH
He Gosiee 1 enUHMYHAS Macca OTKIOHAETCA 32
npenens! 85%-115% ot cpeanei Maccel.
TabneTky HE COOTBETCTBYIOT TPEOOBaHHAM,
ecnu Gonee ueM 1 UHIMBHUIyanbHas Macca
OTKJIOHSIETCA OT 3THX MpeJeioB WM, el 1
WHAMBHIYANLHAN Macca OTKJIOHSETCS 3a
npenenst 75%-125% ot cpenHei Macchl.

8 Subdivision of tablets / .
Jlenenne TadneTox

9 Microbiological purity* /
MuxpobuonoruiecKas
JHCcTOTA*

a) Total aerobic microbial count /
Obmee gKcno a3pobHBIX
MHKpPOOPraHH3MOB

b) Total combined yeasts and
mould count / O6mee 4ucio

IPOXOKCBEIX U INIECHEBBIX l"pHGOB

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 6onee 100 KOE/r

Shall be absent in 1g/ OtcyrcTBHE B 1 T

Remarks: The Product confirms to ND/
Ipumeyanne: [Tponykr cooTBercTByeT Tpebosanuam HJT

Conclusion: APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by / IloarorosneHo:
CH. Prasad - Quality control- Team

Member
(@
|

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

Member 1 Sg ,

Approved by: Manager/Executive /

Ono6peno: Menemxep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team
Member

~

ol

Print Date /Jlata: 16-04-2025

Print Date /Iara: 16-04-2025

Print Date /[lata: 16-04-2025
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Dr.Reddy'’s ‘g‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
MpoaykT: IletpuH® TabaeTKH, NOKPHITHIE NJIEHOYHOM 060704Ko#, 10 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . B2501180 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pa3zmep cepun

Analytical Repovrt No. / . 2002FP25000918 Date of Analysis / 15-04-2025

AHanHTHYeCKHI oTueT Ne JlaTa aHanu3a

Date of Manufacture / . 19-03-2025 Date of Expiry / 29.02-2028

JlaTa mpou3BoACTBa Tonen mo

Mfg. License No. / MA number: /

Ilpon3BoaCTBeHHAs : 63/RR/AP/96/F/R ers s JIII-Ne(005456)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND / Ananu3s nposesen no HJI: JIII-Ne(005456)-(PI'-RU)-150524

Ne Test / Ilokazarenn

Result / Pe3yabTaThl

Specification / Hopma

10 Package / YnaxoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient information
leaflet in a carton. / ITo 10 Tabnerok B
[MBX/TIABX//antoMmuHeBOM GnucTepe.
[1o 3 6nucTepa BMecTe C IUCTKOM-
BKJIaZIBILIEM YIAKOBAaHBI B MA4Ky
KAPTOHHYIO.

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

[To 10 Tabnerok B
[IBX/T1ABX//amomunuesom 6nucrepe. I1o 2
Ui 3 GucTepa BMECTE C JINCTKOM-
BK/IajbIIeM YIIaKOBAHEI B AYKY 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 / IIpoBoAMTCS NPOU3BOOMUTEIIEM IPH BHIMYCKE NEPHOAMYECKH: LI Kaxaoit 20-0if cepur U He MeHee 1
paza B roa. Ilokazarens moxer 6Tk He BtodeH B CepTudukaT aHam3a GHPMEL

Remarks: The Product confirms to ND/
IIpumeuanne: Ipoayxr coorsercTByeT TpebopaHuaM HJT

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / ITogrotoeneHo:
CH. Prasad - Quality control- Team

Member 6%

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

Member ( g

Approved by: Manager/Executive /
Onob6peno: Menemxkep / Pykorogurens
Ajay Kumar - Quality Assurance- Team
Member r

-

Print Date /JJara: 16-04-2025

Print Date //lara: 16-04-2025

Print Date /Hata: 16-04-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDHNKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Mpoayxr: Herpun® TabneTku, NOKPHITHIE INIEHOYHOH 060104k, 10 Mr
Market / Peinok : Russia / Poccus
Batch No. / - B2501180 Batch Quantity / 955 KG / 955 KT
Cepus Ne Pasmep cepun
Analytical Repovrt No. / - 2002FP25000918 Date of Analysis / 15-04-2025
AnanuTHvecknii oruet Ne JlaTa ananusa
Date of Manufacture / . 19-03-2025 Date of Expiry / 29.02-2028
JlaTa npounsBoacTBa T'opeH no
Mfg. License No. / MA number: /
Ilpon3BoacTBeHHAS : 63/RR/AP/96/F/R umoer: JITI-Ne(005456)-(PI'-RU)
Homep PY
JHIeH3us No
Analysis performed according ND / Ananus nposegen no HJ{: JITI-Ne(005456)-(PI'-RU)-150524

Cetirizine dihydrochloride / Ilerupusrna AUrHAPOXJIOPHI,
Cetirizine / LleTupusux

API name / HaumeHnoBanue A®C:
INN / MHH:

API manufacturer batch number / BT00-24077
Homep cepum npousBoautenss AQC:
FP Manufacturer API Batch number / FBRAO00614

Homep cepnu cyOcranunn npouspoautens IJID:
API Manufactured by & country /
Ipoussoantens ADC, crpana:

Name, address, authorization No for P

Glochem Industries Pvt. Ltd., India /
I'moxem Uupacrpuec Iet. JItn., Uaous
Formulation Tech Ops — II, Survey No. 42p, 43, 44p, 45p, 46p,

manufacturing site / Control site / Release site /
HaumeHoBaHue, agpec, JHIeH3UA AJIs1
llponseoacTBeHHas maomanka / lliomaaka KOHTpoA

53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri Distrist — 500090, Telangana State, India (license No
63/RR/AP/96/F/R). / TIpousgoncTBeHHOE MOApasaeneHue-11,

VYuacrku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynannu
Bunnamk, bauynammn Mannan, Menuan MalakamKrupH
Jucrpuxt — 500090, mrar Tenanrana, Manus (JInnenzus Ne
63/RR/AP/96/F/R).

KavectBa / Ilnomanka Beimycka

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».

3aka04eHHe 0 COOTBETCTBHH: «HaCTOSINNM s MOATBEPIKAAK0, YTO NPHUBEACHHAs BBIIE HHOOPMALMS ABISETCA JOCTOBEPHOH U
TOUHOM, DTa cepus NPOAYKIMH NPOM3BENeHa (BKIOYas yMaKOBKY (MapKHPOBKY) H KOHTPOJb KayecTBAa) HAa BhICYKa3aHHOH
NpOU3BOACTBEHHOM MIomanke (IUIOLIAAKAX) B TIOJJHOM COOTBETCTBHHU ¢ TpeGopaHusaMu [IpaBun Haanexaleil NpousBOCTBEHHON
npakTukH EBpasuiickoro askoHoMuueckoro coroza (GMP/EAEU/RU/00573-2022) u TpeGoBaHMSMM KOHTPONA KauecTBa
JIEKAPCTBEHHBIX CPEICTB, & TAK)KE B COOTBETCTBHH CO CNElMPHUKAUMAMY, COAECPKAMUMHUCA B PETHCTPALIMOHHOM JIOCBE CTPaHBI-
HMIOPTepa. 3aMKCH 110 TIPOU3BOACTBY, YIIAKOBKE M aHANM3y MPOBEPEHEI, U YCTAHOBIECHO HX COOTBETCTBUE TpeGoBaHuAM IIpaBui
HaAnexalei Npou3BOACTBEHHOH NpakTUKU EBpasuiickoro 3KOHOMHUYECKOTO CO03ay.

Conclusion: APPROVED /
3axawuenne: OJJOGPEHO

Remarks: The Product confirms to ND/
ITpumedanne: IponyxT coorseTcTBYeT TpeGopanusm HJI

Prepared by / IToaroroneHo:
CH. Prasad - Quality control- Team

Member (Q)
[

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

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBonurens
Ajay Kumar - Quality Assurance- Team
Member n

YA

Print Date /Jlata: 16-04-2025

Print Date /Hara: 16-04-2025

Print Date /ITaTa: 16-04-2025




