Dr.Reddy’s ‘%.'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
poaykr: Letpun® TableTKH, NOKPHITHIE MNIEHOYHOH 060noukoH, 10 mMr

Market / Poinox : Russia / Poccus

Batch No. / . B2500927 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepuu

Analytical Repo“rt No./ . 2002FP25000749 Date of Analysis / 28-03-2025

AuajnTHyeckuii oTdeT No Jarta aHanuza

Date of Manufacture / . 13-03-2025 Date of Expiry / 29-02-2028

JlaTa npou3BoAcTBA - Togen xo

Mfg. License No. / .

pon3BoacTBenHas : 63/RR/AP/96/F/R MA number: / JITI-Ne(005456)-(PI-RU)
Homep PY

JHneH3Hs Ne

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

Result / Pe3yabTaThl

Ne  [Test / IokasaTenn

Specification / Hopma

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

1 Description / Onucanune

IUICHOYHOM 000JI0uKoif Oenloro LBera,

puckoii Ha opHOH cropoHe. H
MOMepeyHoM paspese — sapo Genoro
LBETA.

\IBOSIKOBBINYKJIBIE TaONETKH, nokpbrmal(pymb:e

White or off white coloured, round, biconvex
film coated tablet with a breakline on one side.
White to off-white core on cross section.
JIBOSAKOBBIMYKIIBIE TabaeTKH,
MOKPBIThIE INIEHOYHOH 060J104K0i 6eJIoro miy
noytH Oenoro IBeTra, ¢ PHCKONH Ha OXHOH
cropoHe. Ha nonepeuHoM paspese sIpo oOT|
Genoro Ao moutH 6eNnoro Bera.

Identification / The retention time of the main peak in the

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

NaenTudurxanusa chromatogram of test solution comply
with the retention time of the main peak
HPLC / BOXX in the chromatogram of Cetirizing

Hydrochloride  reference

solution. /

standardreference standard solution (section "Assay").

chromatogram of Cetirizine Hydrochloride,

Bpems ymepkuBaHHsS OCHOBHOTO NHMKa H

Bpems ynepsKuUBaHUSA OCHOBHOTO ITHKA HAXPOMATOrpaMMe  HCIBITYEMOTO  pacTBOp
XPOMAaTOrpaMMe HCIBITYEMOrO PacTBOPANOAHO COOTBETCTBOBATh BPEMEHH
COOTBETCTBYET BPEMEHH YAECPKUBaHUAYAEPKUBAHUA OCHOBHOTO nKa H
OCHOBHOTO TIIMKa Ha XPOMAaTOrpaMMeXpoMaTorpaMMe CTaHHapTHOrO  PacTBOp
CTaHAApPTHOIO pacTBOpa  LETHPH3HHALETHPH3HHA THAPOXJIOpUIA (pasnmen
rUAPOXJIOpUAA. «KonuuecteeHHOE ompeeneHue»).

Remarks: The Product confirms to ND/
Ipumeyanne: [IponykT cooTBeTcTBYET TpeboBanusam HII

Conclusion: APPROVED /
3akaouenne: OJJOBPEHO

Prepared by / IloarorosneHo: Checked by / IIporepeHo:

D.Latha- Quality control- Team | KVV.Satyanarayana Xlity/coitro]-

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoaurens
V. Prashanth - Quality Assurance- Team

Member wup

Member | g Team Member
Print Date /[lata: 29-03-2025

Print Date /Jlata: 29-03-2025

Print Date /J{aTa: 29-03-2025




- ..
Dr.Reddy’s ‘_%'

CERTIFICATE OF ANALYSIS
CEPTUDPHNKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Npoaykr: Hetpuu® TabaeTky, NOKPHITHE INIEHOYHOH 060104K0i, 10 Mr

JHIeH3Hua No

Market / Poinok : Russia / Poccus

Batch No. / - B2500927 Batch Quantity / 955 KG /955 KT

Cepus Ne Pa3mep cepun

Analytical Repourt No. / - 2002FP25000749 Date of Analysis / 28-03-2025
AdanuTnyecknii oryer Ne JaTa anannza

Date of Manufacture / . 13-03-2025 Date of Expiry / 29-02-2028

JlaTta npon3BoAcCTBa I'omen no

Mifg. License No. / MA number: /

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

Analysis performed according ND / Anannz nposeaen no HI: JIII-Ne(005456)-(PI'-RU)-150524

Ne Test / IlokazaTean Result / PeayabTaTst

Specification / Hopma

UV- spectrophotometry /
V®- criekTpodOoTOMETPUS

3 Water content/
CopnepsxaHHe BOALI

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 ®-crieKkTpHI NOTIOIEHHS UCTIBITYEMOrO
pacTBOpa M  CTaHJapTHOIO  pPacTBOpa)
LIeTHPH3MHA TuapoxJopuna B obmactu ot 200
no 400 HM JOMKHEL HUMETH MaKCUMYMEL
MOrJIOLIEHHA NP OAHOM U TOH Xe AJIMHE
BOMHB! C OIYCTUMBIM OTKJIOHEHHEM + 2 HM.

3.1% wiw/3,1%

[INot more than 8.0% /
He 6onee 8,0 %

4 Uniformity of dosage units /
OaHOPOIHOCTE JO3HPOBAHHBIX
eqMHHI

6.1/6,1

Acceptance value (AV) should be not more
than 15.0 / IToxasarens npuemnemoctu (AV)
noJokeH OviTE He Gonee 15,0.

5 Dissolution / PacTrBopenne

102%, 98%, 102%, 100%, 100%, 103%

Not less than 80% (Q) of the labeled amount
of C21H25CIN>O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHANEHOTO COOEPIKAHU
C21HasCIN20O3-2HCI (uernpuzuna
Mruapoxstopua) yepes 30 MUH.

Remarks: The Product confirms to ND/
Ipumeyanue: ITpoaykT cooTBeTcTBYeT TpeboBanuam HII

Conclusion: APPROVED /
3aknouenue: OJOBPEHO

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

Member
L@—'

KVV.Satyanarayana - Qpality control-
Team Member d’/——»

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

Print Date /[Tata: 29-03-2025 Print Date /dara: 29-03-2025

Print Date /J{ata: 29-03-2025




Dr. Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Hpoayxr: LHerpua® Tabnerky, NOKPHIThIE MIEHOYHOH ob6omnoukoi, 10 Mr

Market / Poinox : Russia / Poccus

Batch No. / . B2500927 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepun

Analytical Repovrt No. / . 2002FP25000749 Date of Analysis / 28-03-2025

AHaauTHYECKHI 0TYeT No JlaTa anannza

Date of Manufacture / . 13-03-2025 Date of Expiry / 29-02-2028

JlaTa npou3BoaCcTBa TogeH go

Mfg. License No. / MA number: /

IIpou3BOACTBeHHAS : 63/RR/AP/96/F/R : JITI-Ne(005456)-(PT-RU)
Homep PY

JHneH3us Ne

Analysis performed according ND / Anaans nposeaen no HJ: JIII-Ne(005456)-(PI'-RU)-150524

Ne |Test / Iloxazarte/n Result / PesynbTaThl Specification / Hopma
6 Impurities / IIpumecn
Less than Limit of Detection (LOD =
Impurity A / 0.005%) / Hike nipenena oOHapyKeHUs
TIpumecs A (ITO = 0,005%) Not more than 0.2 % / "He 6omnee 0,2 %
Impurity B /
IIpumeces B Less than LOQ (LOQ = 0.010%) / Huxe [Not more than 0.2 % / ne 6onee 0,2 %
Impurity C/ npefena KOMMYSCTBEHHOTO OTPeNe/ICHUs
TIpumecs C (TIKO = 0,010%) - Not more than 0.2 % / e 6onee 0,2 %
Impurity D /
ITpumecs D Less than Limit of Detection (LOD = Not more than 0.2 % / ue 6omnee 0,2 %
Impurity E / 0.006%) / Hioke nipenesa oOHapy)eHus
ITpumecs E (ITO = 0,006%) Not more than 0.2 % / ne 6oxee 0,2 %
Impurity F /
[Ipumecs F Not detected / He o6HapykeHa INot more than 0.2 % / ne 6onee 0,2 %
Any individual unidentified 0.02% / 0,02%
impurity / Jlrobas equHU4Has Not more than 0.2 % /
HenaeHTH(UUUpoBaHHas npumecs [Less than Limit of Detection (LOD = |ue Gonee 0,2 %
0.015%) / Huoke nmpeaena o6GHapy)eHHUS
(ITO = 0,015%
ITotal impurities / 0.07%/ 0,07% R INot more than 2.0% /
Cymma npumeceit He 6oxee 2,0%
0.1%/0,1%
7 Assay / KosinuecTBeHHOE Not less than 9.0 mg and not more than
omnpeneJieHue 11.0 mg CHosCIN>O3-2HCI (cetirizine
10.02 mg / 10,02 wr dihydrochloride) in table.t (between 90,0 %
100.2% / 100.2% and 110,0 % of label claim)./ Ot 9,0 mr 1o
? 11,0 mr C2Hz5CIN203-2HCI (uerupusuna
nuruapoxaopun) B Tabrerke (ot 90,0 % o
- - 110,0 % oT HOMHHAIEHOIO COAEPHKAHHS).

Remarks: The Product confirms to ND/
Ilpumeuanue: IpoaykT cooTeeTcTBYeT TpeboBaHmsiM HJT

Conclusion: APPROVED /
3akarouenne: OJOBPEHO

Prepared by / IToaroroeneHo:
D.Latha- Quality control- Team

Member g

Checked by / ITporepeHno:

KVV.Satyanarayana - Quality control-
Team Member Cﬁ”__

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

Print Date /JTata: 29-03-2025

Print Date /JlaTa: 29-03-2025

Print Date //lata: 29-03-2025




| "
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTUD®UNKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Mpoayxr: Herpun® TabneTku, MOKPHITHIE NIEHOYHOM 060n0uKoif, 10 Mr
Market / Poinox : Russia / Poccus
Batch No. / . B2500927 Batch Quantity / 955 KG /955 KT
Cepusi Ne Pasmep cepnn
Analytical Repourt No. / - 2002FP25000749 Date of Analysis / 28-03-2025
AnaauTHYecKHii oTuer Ne JlaTa ananusa
Date of Manufacture / . 13-03-2025 Date of Expiry / 29.02-2028
JlaTa MpoW3BOACTRA T'open no
Mfg. License No. / .
TpouasoxcTaennas : 63/RR/AP/96/F/R MA number: / JII-Ne(005456)-(PT-RU)
Homep PY
aunensus Ne
Analysis performed according ND / Ananns nposenen mo HJI: JITI-Ne(005456)-(PT-RU)-150524

INe  [Test / IoxasaTenn Result / PesynsTaTsi

Specification / Hopma

8 Subdivision of tablets /
Jlenenne TadieTok

Complies / COOTBeTCTByCT.

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. /
'TaGneTkn coOTBETCTBYIOT TPEGOBAHHAM, €CIIH
He Gostee 1 eNMHUYHAs Macca OTKJIOHAETCH 3a
npeaensl 85%-115% ot cpenneii Maccol,
TabneTku He COOTBETCTBYIOT TPEGOBAHMAM,
eciy Gonee yeM 1 HHIUBMOYaIbHAS Macca
OTKJIOHAETCA OT STHX HPEIENoB WK, eciiH 1
WHAMBHIYaNbHAas Macca OTKJIOHAETCS 33
npenesel 75%-125% ot cpeaneit maccel.

9 Microbiological purity* /
MHKpoGHOIOTHYeCKAs
4HCcTOTa®

a) Total aerobic microbial count /
Obmee yncao a3poGHBIX
MHKPOOPTaHH3MOB

Not Applicable

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

Not Applicable
b) Total combined yeasts and Not more than 100 CFU/g /
mould count / Ob1ee uncno He 6onee 100 KOE/r
INPO3OKEBBIX H TUIECHEBEIX TPUGOR
c) E. coli Not Applicable Shall be absent in 1g / OrcyrcTle B 1 T

Remarks: The Product confirms to ND/
Ilpumevanue: ITpoaykT cooTBeTcTByET TpebopanmaM HJI

Conclusion: APPROVED /
3axuwuenune: OJIOBPEHO

Prepared by / IToaroroeineHo:
D.Latha- Quality control- Team

Member g E

Checked by / IIpoeepeHo:

KVYV.Satyanarayana - Quality control-
Team Member

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoponurens
V. Prashanth - Quality Assurance- Team

Member \
W)

Print Date /J{ata: 29-03-2025

Print Date /JJara: 29-03-2025

Print Date /I{ata: 29-03-2025




Dr.Reddy’s €z¢

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

IpoaykT: HerprH® TabieTky, NOKPBIThIE IUNIEHOYHOM 060s0ukoi, 10 Mr

: Russia / Poccus

Market / PoiHok

Batch No. / . B2500927 Batch Quantity / 955 KG / 955 KT

Cepns Ne Pasmep cepuu

Analytical Repourt No./ . 2002FP25000749 Date of Analysis / 28-03-2025

ApanuTnyeckuii oraer Ne JlaTa aHanm3a

Date of Manufacture / . 13-03-2025 Date of Expiry / 29-02-2028

JlaTa NpoH3BOACTBA T'opeH ao

Mfg. License No. / .

IIpou3BoACTBEeHHAs : 63/RR/AP/96/F/R MA number: / JIT-Ne(005456)-(PT-RU)
Homep PY

JauueH3nsa Ne

Analysis performed according ND / Anaan3s nposegen mo H/I: JIII-Ne(005456)-(PI'-RU)-150524

Ne Test / IlokazaTeanb

Result / PesyabTaThbl

Specification / Hopma

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
leaflet in a carton. / ITo 10 Tabnerok B

TTo 3 Gnuctepa BMECTE € JIHCTKOM-
BKJIaZIbIIEM YIIAKOBAHEI B TMAUKy

KapTOHHYIO.

blister. 3 blisters and patient information

[MBX/TIIBX//amomunnesom OiaucTepe.

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

ITo 10 Tabnerok B
[IBX/TIABX//antomunuesom Gimcrepe. Ilo 2
uny 3 Grucrepa BMECTe C JIMCTKOM-
BKJIAJbIIIEM YITAKOBAHEI B NIAYKY 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 / I[IpoBogUTCS POU3BOJUTENIEM IIPHU BHITYCKE IIEPHOIHMYECKHU: I Kaxaoi 20-0if cepun WM He MeHee 1
pa3sa B roz. IToka3atens MoxeT ObITh He BKIO4eH B CepTH(HUKAT aHaIM3a HHUPMBIL.

Remarks: The Product confirms to ND/
Ipumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanuam HJL

Conclusion: APPROVED /
Jaxawouyenne: OJIOBPEHO

Prepared by / ITogroroBneHo:
D.Latha- Quality control- Team

Member { g ,

Checked by / IIporepeHo:

KVV.Satyanarayana - Quality control-
Team Member

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBogurens
V. Prashanth - Quality Assurance- Team

Member [ [I ( )

Print Date /[TaTa: 29-03-2025

Print Date //Jata: 29-03-2025

Print Date /[lata: 29-03-2025




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Iponyxr: LletpuH® TabneTky, NOKPHITHIE TUIEHOYHOH o6ostoukoif, 10 mr

Market / Poinox : Russia / Poccus

Batch No. / : B2500927 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepuu

Analytical Repovrt No./ - 2002FP25000749 Date of Analysis / 28-03-2025

AnanuTudecknii oruer No Jlara ananuza

Date of Manufacture / . 13-03-2025 Date of Expiry / 29-02-2028

JlaTa npomaboacTna Togen xo

Mfg. License No. / MA number: /

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

JIHIEH3ASA Ne

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

API name / Haumenopanne A®C: Cetirizine dihydrochloride / Herupususaa auruapoxiopua

INN / MHH: Cetirizine / Hetnpusun

API manufacturer batch number / BT00-24076

Homep cepun npoussoanteas AD®C:

FP Manufacturer API Batch number / FBRA00613

Homep cepuu cy6cTaHuuu npoussoaures LJI@:

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

Npouspoautens A®C, crpaya: I'moxem Munactpuec Iler. JIta., MHnus

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

HaumeHoBaHUe, aApec, THIEH3HN A5 Malkajgiri Distrist — 500090, Telangana State, India (license No

IponzsoacTBeHHasn miaowmagka / Ilnomaaka koHTpons 63/RR/AP/96/F/R). / TlpousBoacTBeHHOE NoApaszaeieHue-11,

kavecrsa / [lnomagka Beimycka Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, Bauynamnu

Bunamx, bauynannm Manpan, Meguan Manakamxrupu
Hucrpukt — 500090, mrat Tenaurana, Huaus (JIuuensus 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».

3aka0uenue o cooTBeTcTBHA: «HacTosmuM 51 MOATBEPXK A0, YTO MPHBENEHHAs Bbllle HHGOPMALMS ABIAETCA NOCTOBEPHON U
TOYHOU. DTa cepus NPOAYKLUHM NpoH3BefeHa (BKIIOYAd YNakoBKy (MapKHpOBKY) M KOHTPONL Ka4ecTBa) HAa BHIIEYKA3aHHOM
MPOU3BOACTBEHHON Miowmaznke (IUIOLaAKax) B OJIHOM COOTBETCTBUM ¢ TpeGoBaHMsAMH IIpaBi Hamiexauieil MpOU3IBOACTBEHHON
npakTHkd EBpazuiickoro skoHoMuueckoro cotoza (GMP/EAEU/RU/00573-2022) W TpeGoBaHUsAMH KOHTpOJS KauyecTBa
JIEKAPCTBEHHBIX CPENCTB, a TAKKE B COOTBETCTBHU CO CHEUM(HUKALMAMH, CONEPKALIUMUCS B PETHCTPALIAOHHOM JOCHE CTPaHbI-
HMITOpTEpa. 3anucK 1o MPOU3BOACTRY, YAKOBKE U aHANIM3Y MPOBEPEHSI, H YCTAHOBIEHO MX COOTBETCTBHE TpeGoBanusam [Iparun
Hajyiexanieit NpoU3BOACTBEHHOM NpakTHkU EBpa3uiickoro 3KOHOMHYECKOTO COK03a».

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ilpumeuanue: IIponykT cooTBeTCTBYET Tpeboranuam HJI 3axnaouenne: OIOBPEHO
Prepared by / IloaroTorneHo: Checked by / IlpoeepeHo: Approved by: Manager/Executive /

D.Latha- Quality control- Team | KVV.Satyanarayana { Quality control- OnobpeHo: Menemxep / Pykoroautens
Member ' g Team Member V. Prashanth - Quality Assurance- Team

Member w
Print Date /[{ata: 29-03-2025 Print Date /[ara: 29-03-2025 Print Date /Jlata: 29-03-2025




