Dr.Reddy’s “‘:’.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LleTpua® Tabnerku, MOKPHITHIE IUICHOUHOH 06010uK0i#, 10 Mr

Market / Peinok : Russia / Poccus

Batch No./ : B2500483 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepuu

Analytical Repo“rt No./ . 2002FP25000421 Date of Analysis / 27-02-2025

AHaJTHTHYECKHIi oTueT Ne Jarta ananuza

Date of Manufacture / . 11-02-2025 Date of Expiry / 31-01-2028

JaTa nponsBoacTea T'omen mo

Mfg. License No. / MA ber: /

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

aunen3ns Ne

Analysis performed according ND / Ananns nposenen mo H/: JITI-Ne(005456)-(PT-RU)-150524

Ne  [Test/MokazaTens

Result / PesyabTaThl

Specification / Hopma

1 Description / Onucanue

|White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on cross section. / Kpyrisie
INBOSIKOBBIIYKJIBIE TAOJETKH, MOKPBITHIE
[UIEHOYHOM 000J104KOM GeIoro 1Bera, C

puckoii Ha opnHoii cropoHe. Hanmoutu Oemoro mBera, c pHckoii Ha onHOM
fonepeyHoM paspese — saapo Oenorocropoxe. Ha nomepedyHoM pa3pese sOpo OT
uBera. Genoro no moyty Oenoro LBeTa.

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

Kpyrinsie IBOSIKOBBIITYKJIBIC TabJeTKy,
MOKPHITHIE IIEHOYHO# 060J104KO0#1 Gestoro min

2 Identification /
UnenTudguxanus

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 Cetirizinechromatogram of Cetirizine Hydrochloride

Hydrochloride reference standardreference standard solution (section "Assay"). /
solution. / BpeMa yaep:KHBaHMsS OCHOBHOIO IIHKAa H

Bpems yaepkiBaHust OCHOBHOTO MHKa HAXPOMATOrpaMMe  HCIIEITYEMOTO  pacTBOP

XpOMAaTorpaMmme UCIBITYEMOro pac-mopjgonmno COOTBETCTBOBATh BpEeMeHH
COOTBETCTBYET BPEMEHH YAEp:KHBaHMAYNEPHHBaAHUSA OCHOBHOTO MHUka  Ha
OCHOBHOTO ITMKa Ha XpOMaTOrpaMMeXpoMarorpaMme  CTaHAApTHOTO  pacTBoOpa
CTAaHHAapTHOTO pacTBOpa LETHPH3HHALETHPHIHHA rUApOXIOpHIA (paszmen
rHIPOXJIOpHIA. «KonuuecTBeHHOE ONpeNENICHHE).

Remarks: The Product confirms to ND/
IIpnmeuanne: ITpoaykT cooTBeTCTBYET TpeboBanuaM HT

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

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

Team Member
==,

Member

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

l\@’_

Approved by: Manager/Executive /
OnobpeHo: MeHemxkep / Pykoponutensb
V. Prashanth - Quality Assurance- Team

Member t m {0

Print Date /[ata: 27-02-2025

Print Date /JTata: 27-02-2025

Print Date /Iara: 27-02-2025 S
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ilpoayxr: IleTpuH® TabneTkH, MOKPHITHIE MEHOYHO# 060J0uKoii, 10 Mr

Market / Poinok : Russia / Poccus

Batch No./ : B2500483 Batch Quantity / 955 KG/ 955 KT

Cepus Ne Pa3smep cepun

Analytical Repo“rt No./ . 2002FP25000421 Date of Analysis / 27-02-2025

AHannTHYECKHI oTUeT No JlaTa aHanH3a

Date of Manufacture / . 11-02-2025 Date of Expiry / 31-01-2028

JlaTa MpoU3BOACTBA T'ogen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAS : 63/RR/AP/96/F/R ik JIITI-Ne(005456)-(PT-RU)
Homep PY

Juuen3nsa Ne

Analysis performed according ND / Ananun3 nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524

Ne Test / Iloka3zaTensb

Result / Pe3yanTaThl

Specification / Hopma

UV- spectrophotometry /
Y ®- criektpodoTOMETpH

Complies / CooTBeTcTBYET

The UV-spectrum of the test solution and the
Cetirizine Hydrochloride reference standard
Lolution 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 ®-creKTphl MOTJIOMIEHUS UCITBITYEMOTO
pacTBOpa M  CTaHAapTHOIO  pacTBOpa
LIETHPH3HHA THUOpoXJIopuaa B obyacty ot 200
mo 400 HM [OOKHBI HMMETH MaKCHMYMBI
NOMJIOIEHHs TIPH OOHOW M TOH XKe JUIHHE
BOJHBI C JJOITYCTUMBIM OTKJIOHEHHEM =+ 2 HM.

3 Water content/

[Not more than 8.0% /

CAHHHLI

Coepaanue BObI 2.9% wiw /2,9% He Gonee 8,0 %
4 Uniformity of dosage units / Acceptance value (AV) should be not more
OaHoOpoaHOCTH JO3UPOBAHHBIX 4.6/4,6 than 15.0 / Tlokasarens npuemneMoctu (AV)

imosken OpiTh He Gostee 15,0.

5 Dissolution / PacrBopenne

100%, 98%, 99%, 101%, 98%, 100%

INot less than 80% (Q) of the labeled amount
of C21H2sCIN203-2HCI (cetirizine
dihydrochloride) after 30 min. / He Menee
80 % (Q) OT HOMUHAIIBHOTO COTEPKAHUA
C21HasCIN203-2HCI (uetupuzrHa
uruapoxaopun) yepes 30 MuH.

Remarks: The Product confirms to ND/

Ipumeuanue: IlpogykT cooTBercTByeT TpeboBanmsam HJT

Conclusion: APPROVED /
3aknwuenue: OJJOBPEHO

Prepared by / IToarotoBneHo: Checked by / IlpoeepeHo: Approved by: Manager/Executive /

M. Brahmaji- Quality control- D. Latha - Quality control- Team Onobpeno: Menemxkep / Pykoroautens

Team Member Member %" V. Prashanth - Quality Assurance- Team
S kgl % Member

Print Date /[ata: 27-02-2025

Print Date /Hata: 27-02-2025

Print Date /[Tara: 27-02-2025

)
\




Dr.Reddy’s Q':’.

CERTIFICATE OF ANALYSIS

CEPTUOHNKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Mpoaykr: LeTpnH® TabneTky, NOKPEITHE IUIeHOYHOHR 06010uKkoi, 10 Mr
Market / PoiHok : Russia / Poccus
Bateh [Nos / : B2500483 gatch Quanfity / . 955KG/955 KT
Cepns Ne Pasmep cepun
Analytical Repovrt No./ . 2002FP25000421 Date of Analysis / . 27.02-2025
AHaauTH4ecknii oraer No JlaTa anannza
Date of Manufacture / . 11-02-2025 Date of Expiry / . 31-01-2028
Jata npon3BoacTBa ToxeH no
Mfg. License No. / MA number: /
IIpou3BoACTBeHHAsN : 63/RR/AP/96/F/R ' JITI-Ne(005456)-(PT-RU)
Homep PY
JuneH3na Ne
Analysis performed according ND / Anaaus nposeaen mo HJI: JIII-Ne(005456)-(PT-RU)-150524
Ne  [Test/ Iokasareas Result / PesyabTaTnl Specification / Hopma
6 Impurities / Ilpumecn
Not detected / He o6HapyxeHa
Impurity A /
[Tpumecs A Less than LOQ (LOQ = 0.010%) / Hxe [Not more than 0.2 % / ne 6onee 0,2 %
Impurity B / npesesta KOJIMIECTBEHHOTO OTpe/ieNeHHA
ITpumecs B (ITKO = 0,010%) Not more than 0.2 % / He 6onee 0,2 %
Impurity C /
ITprmecs C Less than LOQ (LOQ = 0.017%) / Huxe [Not more than 0.2 % / e 6onee 0,2 %
Impurity D / mpenesia KONHIECTBEHHOTO OTpeieieH s
Ipumecs D (ITIKO = 0,017%) Not more than 0.2 % / He 6onee 0,2 %
Impurity E /
IMpumecs E Not detected / He o6Hapy keHa Not more than 0.2 % / ve 6onee 0,2 %
Impurity F /
[Tpumecs F 0.03%/0,03% Not more than 0.2 % / ue 6onee 0,2 %
Any individual unidentified Less than LOQ (LOQ = 0.041%) / Hixe
impurity / Jlrobas enuHmaHas npeznesa KOJIMYeCTBeHHOro onpeenenwsiNot more than 0.2 % /
HenpeHTnduuporanHas npumecs [(ITKO = 0,041%) He 6onee 0,2 %
0.06% / 0,06%
Total impurities / Not more than 2.0% /
CyMmMa ripuMeceit 0.1%/0,1% He 6onee 2,0%
7 Assay / KoauuecTBeHHOE Not less than 9.0 mg and not more than
onpenesienme 11.0 mg C5;HasCIN,O3-2HCI (cetirizine
3 H 3 (174
9.99 mg /9,99 Mr d:hydroch!oorldc) in tablgt (between 90,0 %
99.9% / 99.9% and 110,0 % of label claim)./ Or 9,0 Mr mo
) ’ 11,0 Mr C3;Hz5CIN,O5-2HCI (ueTnpusuna
inuruapoxiaopun) B Tabnerke (ot 90,0 % no
110,0 % OT HOMHHANBLHOTO COJSPXKAHNA).
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanne: ITpoaykT cooTBeTcTBYET TpeboBanusm HJJ 3axnwdenne: OJOBPEHO
Prepared by / ITonrotoeneno: Checked by / IlpoeepeHo: Approved by: Manager/Executive /
M. Brahmaji- Quality control- D. Latha - Quality control- Team Onob6peno: Menemxkep / PyxoBoaurens
Team Member Member f V. Prashanth - Quality Assurance- Team
~3<T M Member
gy
Print Date /ara: 27-02-2025 Print Date /Tara: 27-02-2025 Print Date /[lata: 27-02-2025 \.




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ipoayxr: Llerpun® TabneTky, NOKPHITHIE MIEHOYHOM 060104KOI, 10 MI

JuieH3ug Ne

Market / Poinok : Russia / Poccus

Batch No. / . B2500483 Batch Quantity / 955 KG / 955 KI"

Cepus Ne Pasmep cepuu

Analytical Repovrt No./ . 2002FP25000421 Date of Analysis / 27-02-2025
AHanHTHYECKHUH oTHeT No JlaTa aHaausa

Date of Manufacture / . 11-02-2025 Date of Expiry / 31-01-2028

JlaTa npou3BoacTBa Topen xo

Mfg. License No. / MA number: /

IIpou3BoACTBEHHAN : 63/RR/AP/96/F/R Howmep PY JITT-Ne(005456)-(PT"-RU)

Analysis performed according ND / Anaaus nposeaen no HJI: JITI-No(005456)-(PI'-RU)-150524

No Test / Ilokasarean Result / PesynnTaThl

Specification / Hopma

8 Subdivision of tablets /
Jenenne TabeToK

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 COOTBETCTBYIOT TPeOOBaHUIM, ECITH
He Gonee 1 eqMHHYHAs Macca OTKIIOHSETCS 3a
npenensi §5%-115% ot cpenHel MacchL.
'TabneTky He COOTBETCTBYIOT TPEOOBaHUSM,
ecnu OoJiee yeM | HHAMBUAYaNbHAs Macca
OTKIIOHAETCA OT ITHX MPENEsIOB UIH, ecny |
MHAMBHIyalIbHAS Macca OTKIOHAETCA 3a
npeaensi 75%-125% ot cpeaHel Maccl.

9 Microbiological purity* /
MuxpoGuonorudeckas
4YHCTOTA®

a) Total aerobic microbial count /
OO6mmee YHCI0 a3pOGHEIX
MUKpPOOpPraHH3MOB

b) Total combined yeasts and

mould count / OGiee 4yucno
IXPOXOKEBEIX U TTIECHEBEIX IPHOOB

) L. coli

Not Applicable

Not Applicable

Not Applicable

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

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

Ghall be absent in 1p / Oteyrernue b 1 1

Remarks: The Product confirms to ND/
IIpumeuanne: ITponykT cooTBeTCTBYET Tpebopanuam HIT

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

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

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

Member | &f

Approved by: Manager/Executive /
Ono6penro: Menemkep / Pykoponurens
V. Prashanth - Quality Assurance- Team

Member mﬁ r\O

Print Date /data: 27-02-2025

Print Date /JIaTa: 27-02-2025

Print Date /JTata: 27-02-2025 \




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Tpoayxr: LleTpuH® TabeTky, MOKPHITHIE INICHOYHOH 060J10uK0i, 10 Mr

JuneH3Hs No

Market / PoiHok : Russia / Poccus

Batch No. / . B2500483 Batch Quantity / 955 KG / 955 KT

Cepusa Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP25000421 Date of Analysis / 27-02-2025

AHanuTHYECKHIi oT4yeT Ne JlaTa anaausa

Date of Manufacture / . 11-02-2025 Date of Expiry / 31-01-2028

JlaTa npon3BOACTBA T'open no

Mfg. License No. / MA number: /

Ilpou3BoACTBeHHAs : 63/RR/AP/96/F/R ' JITT-Ne(005456)-(PT'-RU)
Homep PY

Analysis performed according ND / Anann3 npoeesen no H/: JITI-Ne(005456)-(PI'-RU)-150524

No Test / IlokazaTesb Result / Pe3yabTaThi

Specification / Hopma

10 Package / YnakoBka

KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient information jor 3 blisters and patient information leaflet in
leaflet in a carton. / TTo 10 TaGnerok B
[MBX/TIIBX//amomunuesoM 6auctepe. [[To 10 Tabnerok B
[Mo 3 Gaucrepa BMeCTE C JIKCTKOM-
BKJIAIBILIEM YIIAKOBAHBI B MTAYKY

10 tablets in PVC/PVDC//aluminum blister. 2
a carton. /
[MBX/MTOBX//amomuruesom 6nucrepe. I1o 2

unu 3 GnucTepa BMECTE C JINCTKOM-
BK/IAJBIIEM YIIAKOBAHHI B [1aUKy KapTOHHYIO.

J

*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 IPOM3BOJUTENEM MIPH BEIMYCKE HEPHOAMYECKH: A Kaxaoi 20-oi cepur unu He Menee 1
pasa B roi. ITokazaresns MoxeT GbITh He BKMoyeH B CeprudukaT aHanusa QUPMEL.

Remarks: The Product confirms to ND/
Hpumeuanne: [IpoaykT coorBercTByeT Tpebopanusm H]T

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / IToarorosneHo: Checked by / IIposepeHo:
M. Brahmaji- Quality control-

Team Memherqa::

Member

D. Latha - Quality control- Team

L(_,?_‘(

Approved by: Manager/Executive /
Ono6Gpeno: Menemxep / PykoBoaurtes
V. Prashanth - Quality Assurance- Team

Member uump

Print Date /[Jata: 27-02-2025

Print Date /Mata: 27-02-2025

Print Date /[ata: 27-02-2025




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIA3A
Product: Cetrine film coated tablets, 10 mg
Hpoaykr: LetpuH® TabIeTKY, MOKPHITEIE IIICHOUHO} 06onoukoii, 10 mr
Market / PoiHOK : Russia / Poccus
g Il : B2500483 Batch Quantity / . 955KG/955 KT
Cepusa Ne Pa3zmep cepun
Analytical Repovrt No. / . 2002FP25000421 Date of Analysis / . 27-02-2025
AHaauTHYECKH oTyeT No JaTa aHanusza
Date of Manufacture / . 11-02-2025 Date of Expiry / . 31-01-2028
JlaTa npon3BoACTBa TI'ogen no
Mfg. License No. / MA number: /
TIponsBoACTEeHHAS : 63/RR/AP/96/F/R er: JITI-Ne(005456)-(PT-RU)
Homep PY
auueH3ua Ne
Analysis performed according ND / Auasus nposeaed mo HJI: JITI-Ne(005456)-(PI-RU)-150524

API name / HanmenoBanne A®C: Cetirizine dihydrochloride / LleTHpH3nHa JUIHAPOXIIOpH,

INN / MHH: Cetirizine / IeTupuzux

API manufacturer batch number / BT00-24075, BT00X24007

Homep cepuu nponspoauteist ADC:

FP Manufacturer API Batch number / FBRA00612, FBRA00616

Howmep cepun cyocTtannum npoussoautess IJID:

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

I ponspogutenas A®C, crpana: I'noxem HUupactpuec [eT. JITA., MHous

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

HaumeHoBaHHe, agpec, THLEH3USI JJIsI Malkajgiri Distrist — 500090, Telangana State, India (license No

TTpowsrencTRennas naomanka / Thnemanka KonTRoIa 63/RR/AP/96/F/R). / Tpon3soncteeHHOE NoapazacncHue-II

kavecTBa / [Inomaaka Beimycka Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, Bauynanmu

Bunnamx, bauynam Mangan, Meauan Manakaakrupu
Huctpukr — 500090, wrar Tenanrana, Muaus (JInuensmus No
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».

3akniouenne 0 cooTBeTcTBUM: «HacToAIMM s OATBEPXKAAO, YTO NPUBENIEHHAs BHILIE HHGOPMALWHS SABIAETCA JOCTOBEPHOH M
TOYHOM. DTa cepys MPOAYKLMH MPOU3BEAEHA (BKJIOYAs YMAKOBKY (MapKUpOBKY) M KOHTPOJIb KAayeCTBa) Ha BBILICYKAa3aHHOM
MPOU3BOACTBEHHOM miomaake (MIolaaKax) B MOJHOM COOTBETCTBHH ¢ TpeboBaHusamu IIpaBui Hagnexaled MpoU3BOACTBEHHOMN
npakTuku Eppazmiickoro skoHomuueckoro coroza (GMP/EAEU/RU/00573-2022) u TpeboBaHHAMM KOHTPOJIA KayecTsa
JIEKAPCTBEHHBIX CPE/CTB, @ TAlOKE B COOTBETCTBHMH CO CHEUM(PHKAIMAMY, COOEPIKAIIUMHMC B PErMCTPAUMOHHOM JOCHE CTPAHEI-
HMIIOpTEpa. 3aMUCH M0 MPOU3BOCTBY, YIIAKOBKE H aHAJM3Y MPOBEPEHEI, U YCTaHOBJIEHO MX COOTBETCTBHE TpeObopanuamM Ilpasun
HaaJieXxameit Mpou3BOACTBEHHOM MPakTHKU EBpa3uiickoro 3kOHOMHYECKOTO COI03a».

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ilpumedanne: IIponykt cooTBeTcTBYET Tpeboranusm HJI 3aknwuenne: ONOBPEHO

Prepared by / ITogroroBneno: Checked by / IlpoBepeHo: Approved by: Manager/Executive /

M. Brahmaji- Quality control- | D. Latha - Quality control- Team Ono6peno: Menemxkep / PykoBogutens
Team Member Member V. Prashanth - Quality Assurance- Team

L;f f | Member WD

Print Date /Tara: 27-02-2025 Print Date /ara: 27-02-2025 Print Date /[arta: 27-02-2025 \




