Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LleTpun® TabneTky, MOKPHITHIE INIEHOHHOM 0605104K0i, 10 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . B2500477 Batch Quantity / 955 KG / 955 K"

Cepust Ne Pasmep cepun

Analytical Repovrt No. / - 2002FP25000383 Date of Analysis / 25.02-2025

AHaauTH4Yeckuii oTyer No Jata anann3za

Date of Manufacture / . 08-02-2025 Date of Expiry / 31-01-2028

JlaTa npon3BoacTBa I'ogen no

Mfg. License No. / MA ber: /

TIpou3BoacTBeHNAst : 63/RR/AP/96/F/R number: JITT-Ne(005456)-(PT-RU)
Homep PY

JHueH3uA Ne

Analysis performed according ND / Ananns nposener mo HJI: JIII-Ne(005456)-(PI'™-RU)-150524

Result / PesyjabTaThbl Specification / Hopma

‘White coloured, round, biconvex film/White or off white coloured, round, biconvex

coated tablet with a breakline on one side./film coated tablet with a breakline on one side,

White core on cross section. / KpyraeieWhite to off-white core on cross section.

IBOSIKOBBIMYKIIBIE TaOJIETKH, ﬂOKpbinI]prrHBIe JIBOSIKOBBIITYKJIBIC TabJeTKH,
(&

Ne Test / Iloka3aTeas
1 Description / Onucanune

neHo4YHoi 06onoukoit Genoro IBeTa, CNOKPLITHIE INIEHOUYHOH 06004K0ii 6enoro mim
puckoii Ha omHoii cropoHe. Hamnouyrw Oenoro uBera, ¢ pUCKOM Ha OIHOH

nomepeyHoM paspese — sapo Oenoro
uBera. .

cropore. Ha momepeyHoM paspese  spo o7
Oenoro Do noyTH 6e510ro IBETA,

Identification /
NaeHTndpurauus

HPLC / B3XKX

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 yAepKHBaHHA OCHOBHOrO IHKa Hj
BpeMms yaep)KUBaHHI OCHOBHOTO ITHKA HAXPOMATOrPaMMEe  HCHBITYEMOTO  pacTBOp

XpOMaTorpaMme HCIBITYEMOTO PacTBOPaA0MKHO COOTBETCTBOBATH BpeMeHH
COOTBETCTBYET BPEMEHH YIEPIKHBaHUAYIEPKHBAHUSA OCHOBHOTO NHKa Ha
OCHOBHOTO IIHKa Ha XpPOMAaTOFpaMMEXpOMAaTOrpaMMe  CTaHAapTHOTO  pacTBOpA
CTAaHOApTHOTO pPacTBOpa LETHPH3HHAUETHPH3HHA THAPOXJIOpHIA (pasgen
THIPOXJIOPHTIA. «KosnnyecTBeHHOE ONIPEAETICHHEY).

Conclusion: APPROVED /
3akmoueune: OJJOBPEHO
Approved by: Manager/Executive /
Opo6peno: Menemxep / Pykorogurens
V. Prashanth - Quality Assurance- Team
Member

Remarks: The Product confirms to ND/

ITpumeuanune: Ipoaykr coorBercTByet TpeGoranusam HJI
Prepared by / IloarotosneHo: Checked by / IIpoeepero:

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

Team Member Member 1 g p

==
Print Date /JTata: 26-02-2025 Print Date /Mata: 26-02-2025

Print Date /JJata: 26-02-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUO®HKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Hpoaykr: LerpuH® TabsieTkH, MOKPHITHIE MIIEHOYHOH 060104KOH, 10 Mr

JIHIeH3HA No

Market / PoiHOK : Russia / Poccus

Batch No. / . B2500477 Batch Quantity / 955 KG / 955 KT

Cepna Ne Pazmep cepun

Analytical Repourt No. / . 2002FP25000383 Date of Analysis / 25.02-2025

Ananurundecknii oryer Ne JaTa ananusza

Date of Manufacture / . 08-02-2025 Date of Expiry / 31-01-2028

JlaTa npon3BoacTBa T'ogen mo

Mfg. License No. / MA number: /

IpoussoacTBeHHAS : 63/RR/AP/96/F/R ) JIT-Ne(005456)-(PI'-RU)
Homep PY

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

Ne est / ITokazatenn Result / PesyabTaThl

Specification / Hopma

UV- spectrophotometry /
'V®- cnextpodoToMeTpus

3 Water content/

. 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®-crnekTpsl HOTJIOMEHUS HCTIBITYEMOrQ
pacTBOpa M CTaHOApTHOTO  PacTBOpPd
UeTHPH3HHA rHApoxyopuaa B obmactu ot 200
o 400 HM OOMKHBI HMETh MaKCHUMYMEI
NOrJIOEHHA TIPU ONHOM M TOM Ke mIHHE
BOJIHEI C JOMYCTHMBIM OTKJIOHEHHEM + 2 HM.

2.4% wiw / 2,4%

INot more than 8.0% /

EAHHHII

CopeprkaHune BOAbI He 6onee 8,0 %
4 Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOpPOAHOCTH J03UPOBAHHBIX 4.7/4,7 than 15.0 / Ilokazarens npuemieMoctd (AV)

{nomken 6otk He Gonee 15,0.

S Dissolution / PacTrBopeHue

101%, 103%, 102%, 103%, 104%, 102%

Not less than 80% (Q) of the labeled amount
of C21HasCIN2O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He MeHee
80 % (Q) oT HOMHHANIBHOTO COACPKAHU
C21H25CIN20O3-2HCI (uetupuznza
imuruapoxnopua) yepes 30 MuH.

Remarks: The Product confirms to ND/
IIpumeuyanue: ITpoaykt coorBercTBYET TpeOoBanusam HJI

Conclusion: APPROVED /
3axnouenne: OJJOBPEHO

Prepared by / IloaroroeineHo: Checked by / IlpoeepeHo:
M. Brahmaji- Quality control- | D. Latha - Quality control- Team

Team Member Member g g

Approved by: Manager/Executive /
Opobpeno: Menemxkep / PykoBoauresnib
V. Prashanth - Quality Assurance- Team

Member MWP

T
Print Date /ara: 26-02-2025 Print Date /ara: 26-02-2025

Print Date /Jlata: 26-02-2025




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Mpoaykr: Herpun® TabneTku, MOKphITEIE INIEHOYHOH 06010uK0ii, 10 MI

JauneH3nsa Ne

Market / Prinok : Russia / Poccus
Batch No. / . B2500477 Batch Quantity / 955 KG / 955 KT
Cepusa Ne Pasmep cepnn
Analytical Repovrt No./ . 2002EP25000383 Date of Analysis / 25.02-2025
AHAMTHYECKHIT 0TYeT No Jara ananu3za
Date of Manufacture / . 08-02-2025 Date of Expiry / 31-01-2028
JlaTa npon3BoacTBa T'open oo
Mfg. License No. / MA number: /
) ' -Ne(005456)-(PT -
IIpousBoAcTBEHHAS 63/RR/AP/96/F/R Homep PY JITI-Ne( 6)-(PT"-RU)

Analysis performed according ND / Ananuz nposened mo HJI; JITI-Ne(005456)-(PI'-RU)-150524

Specification / Hopma

Any individual unidentified
impurity / JlroGad equHU4YHAS
HeunentuduupposanHas npumecs [0.07% / 0,07%

(TIKO = 0,041%)

Total impurities / 0.2%/ 0,2%

Cymma npumeceit

Ne Test / IloxasaTens Result / PesyabTaTsl
6 Impurities / IIpumMecu
Not detected / He obnapyxeHa
Impurity A /
[Mpumecs A
Impurity B / peaeina KOJHYECTBEHHOT O Olpee/ieHHs
Ipumecs B (IIKO = 0,010%)
Impurity C/
[pumecs C 0.02% / 0,02%
Impurity D /
[Tpumecs D Not detected / He oGHapyskeHa
Impurity E /
ITpumecs E 0.03% / 0,03%
Impurity F /
ITpumecs F

Less than LOQ (LOQ = 0.010%) / Hwxke [Not more than 0.2 % / ne 6onee 0,2 %

Not more than 0.2 % / He 6onee 0,2 %
Not more than 0.2 % / e Gonee 0,2 %
Not more than 0.2 % / ue 6ostee 0,2 %

Not more than 0.2 % / He 6onee 0,2 %

Less than LOQ (LOQ = 0.041%) / Hinke [Not more than 0.2 % / ne 6onee 0,2 %
rnpezesia KOJIMYeCTBEHHOTO ONpeaeIeHHs

INot more than 0.2 % /
He 6osee 0,2 %

Not more than 2.0% /
He Gonee 2,0%

7 Assay / KonnyecTBeHHOe
onpeseJieHHE

10.07 mg / 10,07 mMr
100.7%/ 100,7%

Not less than 9.0 mg and not more than
11.0 mg C1Ha5CIN,O3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim)./ Ot 9,0 Mr o
11,0 mr CzHz5CIN,O5-2HCI (uerupusuHa
murugpoxnopyn) B tabnerke (ot 90,0 % 1o
110,0 % OT HOMUHAJIEHOTO COAEPKaHMA).

Remarks: The Product confirms to ND/
IIpumeyanne: IpoaykT cooTBeTcTBYeT TpeboBanusam HT

Conclusion: APPROVED /
3akaidenne: OJJOBPEHO

Prepared by / Ilonrotoenexo: Checked by / IIpoeepeHo:
M. Brahmaji- Quality control-
Team Member

.

Member

D. Latha - Quality control- Team

AL —

Approved by: Manager/Executive /
Opobpeno: Menemxkep / Pykopomutens
V. Prashanth - Quality Assurance- Team

Member UW

Print Date /JTata: 26-02-2025

Print Date /Hata: 26-02-2025

Print Date /JTata: 26-02-2025 >




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

IMpoaykr: Lerpun® Tabnerky, NOKPHIThHE TUIEHOYHOI 06omoukoi, 10 Mr

JIHUeH3usa Ne

Market / PeiHok : Russia / Poccus

Batch No. / . B2500477 Batch Quantity / 955 KG /955 KT

Cepusa Ne Pa3mep cepnn

Analytical Repovrt No./ . 2002FP25000383 Date of Analysis / 25.02-2025

AHaJuTHYecKHil oTyeT Ne Jara ananuza

Date of Manufacture / . 08-02-2025 Date of Expiry / 31-01-2028

Jlara mpoH3BOACTBA T'onen no

Mfg. License No. / MA number: /

TIpou3BOACTEEHAAS : 63/RR/AP/96/F/R el JII-Ne(005456)-(PT-RU)
Homep PY

Analysis performed according ND / Anaau3s nposeaed mo HJI: JII-Ne(005456)-(PT'-RU)-150524

No est / IloxazareJn Result / PesyabTaTs!

Specification / Hopma

8 Subdivision of tablets /
Jlenenne TadaeTox

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
175 % to 125 % of the average mass. /
FabneTkn COOTBETCTBYIOT TpeGOBaHUAM, €CIIH
He 6onee 1 emMHNYHAS Macca OTKJIIOHSETCS 3a

npenensl 85%-115% ot cpeaueii Maccel.
TabneTkH He COOTBETCTBYIOT TPEOOBAHUAM,
ecsu Gosree yeM 1 MHAMBHAyabHAs Macca
OTKJIOHSIETCS OT 3THX NPEIENOB UIH, ecnu 1
HHIMBHIyanbHas Macca OTKIIOHACTCA 32
npeness 75%-125% ot cpeaHel Macchl.

9 Microbiological purity* /

b) Total combined yeasts and
mould count / O61ee uncno
IPOYOKEBBIX M IJIECHEBEIX TPUOOB

c) E. coli

Muxpobunonornyeckas
qyucToTa*
a) Total aerobic microbial count / Not Applicable
OOmee 4ucn0 adpoOGHBIX
MHUKPOOPTaHH3MOB
Not Applicable

Not Applicable

INot more than 1000 CFU/g /
He Gonee 1000 KOE/r

Not more than 100 CFU/g /
He Gosice 100 KOE/T

Shall be absent in 1g/ OtcyrcTBue B 1 1

Remarks: The Product confirms to ND/
Hpumeuanne: Ipoaykr cooTrercTByeT TpeboBanmam HJ

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by / IToarotosneHo: Checked by / IIposepeHo:
M. Brahmaji- Quality control-
Team Member

="

Member

D. Latha - Quality control- Team

gy

Approved by: Manager/Executive /
OnoGpeHo: Menemxep / PykoBonurens
V. Prashanth - Quality Assurance- Team

Member mw

Print Date /Tara: 26-02-2025 Print Date /Jlata: 26-02-2025

Print Date /[lata: 26-02-2025




Dr.Reddy’s ‘%.'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ipoayxkr: Lerpua® TabieTky, MOKPHITHIE MIEHOYHOMH 060/10uK0H, 10 Mr

JuueH3us No

Market / PoiHOK : Russia / Poccus

Batch No. / . B2500477 Batch Quantity / 955 KG /955 KT

Cepust Ne Paszmep cepuu

Analytical Repourt No. / . 2002FP25000383 Date of Analysis / 25.02-2025

AnanuTnyecknii otyet Ne JlaTa aHanu3a

Date of Manufacture / . 08-02-2025 Date of Expiry / 31-01-2028

JlaTa npoH3BOACTBA Topen po

Mfg. License No. / MA ber /

TIpoM3BOACTBEHHAST : 63/RR/AP/96/F/R TSNS JITI-Ne(005456)-(PT-RU)
Homep PY

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

No Test / IlokazaTenn Result / PesyabTaTsl

Specification / Hopma

10 Package / Ynakoeka

KapPTOHHYIO.

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information [or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 tabnerok B
[MBX/TTABX//amomunuesom Gnucrepe.
Mo 2 GiycTepa BMECTE C JIMCTKOM=-
BKJIAJIBILIEM YITAKOBAHEL B [AYKY

10 tablets in PVC/PVDC//aluminum blister. 2

a carton. /

ITo 10 Tabnerok B
[MBX/TTIBX//anromunnesom Gnuctepe. ITo 2
K 3 6mcTepa BMECTE C JIMCTKOM-
BKIAJBIIIEM YIIAKOBAaHE B IaYKy 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 / [IpoBoOHTC IPOM3BOAMTENEM NPH BBINYCKEe MEPHOAMMECKH: 1A Kaxaoi 20-0# cepuy 1M He Menee 1
pasa B rofi. [TokasaTens MoXkeT GbITh He BKIIOYEH B CepTHHKAT aHaIHW3a QUPMEL

Remarks: The Product confirms to ND/
Ilpumeuanue: [ponykt cooTBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
Zaxmoyenne: OJOBPEHO

Prepared by / IlonrorosneHo: Checked by / IIpoBepeHo:
M. Brahmaji- Quality control-

Team Member Member

D. Latha - Quality control- Team

kL

Approved by: Manager/Executive /
Opobpeno: Menemkep / PykoBonurens
V. Prashanth - Quality Assurance- Team

Member u}w

Print Date /arta: 26-02-2025

Print Date /Tata: 26-02-2025

Print Date /Ilata: 26-02-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
IIpoaykt: LleTpun® TabneTky, MOKPHITHIE INIEHOYHOH obonoukoi, 10 Mr
Market / PbiHoK : Russia / Poccus
Batch No./ : B2500477 et Ounting) . 955KG/955 KT
Cepus Ne Pasmep cepun
Analytical Repourt No./ . 2002FP25000383 Date of Analysis / . 25-02-2025
AnanutHdeckuii oTuyer Ne JMarta ananaunsza
Date of Manufacture / . 08-02-2025 Date of Expiry / . 31-01-2028
JlaTa npoH3BOACTBA I'oxen oo
Mfg. License No. / MA number: /
IlpousBoicTBeHHAs : 63/RR/AP/96/F/R . JITT-Ne(005456)-(PT-RU)
Homep PY
Jaunensng Ne
Analysis performed according ND / Ananu3s nposexen mo HJI: JI-Ne(005456)-(PI'-RU)-150524

API name / Haumenosanne A®C: Cetirizine dihydrochloride / LleTupu3sHa qUrHAPOXIOpU

INN / MHH: ; Cetirizine / Llernpuzus

API manufacturer batch number / BT00X24006, BT00X24007

Homep cepnn npouspoantenss ADC:

FP Manufacturer API Batch number / FBRAO00615, FBRA00616

Homep cepuu cyGctanuun nponssoguress I'JIM:

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

Iponssogutens ADC, cTpaHa: I'noxem HMunacrpuec [Is1. JITn., Manus

Nanre, address, authorization No for FP Formulation Tech Ops — I, Survey No. 42p, 43, 44p, 45p, 46p,

manufacturing site / Control site / Release site / 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal

HanmeHnoBaHue, apec, JHIEH3U AN Malkajgiri Distrist — 500090, Telangana State, India (license No

Mponanogernennag mromnme / Thnomoaawen weonrrponas 63/RR/AP/QG/F/R), / TiporaneacToeies neapasnsneins-1I,

kadectBa / Iliomaaka BuIycKa Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynaniu

Bwuiamk, bauynanny Mannan, Memauan Manakaokrupu
Huctpukr — 500090, wrar Tenanrana, Maaus (JInnensus 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».

3akitoyende 0 cooTBeTCTBHH: «HacTosuM s MOATBEpXkalo, UTO MpHBEIEHHas Bbie HHGOPMALUA ABIACTCS AOCTOBEPHOM M
TOYHOM. DTa cepus MPOLYKLMM NpOM3BeAeHa (BKNIOYas YNAaKOBKY (MapKHPOBKY) M KOHTPOJb KayecTBa) Ha BBIICYKa3aHHOM
MIPOM3BOJICTBEHHOMN TUIomaaKe (IUTOMaaKkax) B MOJIHOM COOTBETCTBHHM ¢ TpeGosanuamu IIpaBun Haexauie Npou3BOICTBEHHOMA
npakTuky EBpasuiickoro skoHoMuueckoro coto3a (GMP/EAEU/RU/00573-2022) u TpeOoBaHHMAMH KOHTpPOJIA KauecTBa
NIEKapCTBEHHBIX CPEACTB, @ TAKXKE B COOTBETCTBHU CO CHEUU(HKALMAMH, COASPXKAIIMMMCA B PEFMCTPALIMOHHOM IOCHE CTpPaHBI-
WMIIOpTEpa. 3alKCH [0 TIPOU3BOLCTBY, YIIAKOBKE M aHANM3y NPOBEPEHEl, H YCTAHOBIEHO HX COOTBETCTBME TpebopaHmAM [IpaBmi
HaJJIe)Xaliel poru3BOACTBEHHOH NpakTHKU EBpazuiickoro 3KOHOMMYECKOTO COI03a).

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumevanue: [Ipoaykt coorBeTcTBYET TpeGoBaHUAM H] 3axaouenne: OJIOBPEHO

Prepared by / ITonrotoeneHo: Checked by / IIposepeHo: Approved by: Manager/Executive /

M. Brahmaji- Quality control- | D. Latha - Quality control- Team Ono6peno: Menemxkep / Pykopomurensb

V. Prashanth - Quality Assurance- Team

Team Member Member
= - i L&_’__ Member 9

Print Date /JJara: 26-02-2025 Print Date /Jata: 26-02-2025 Print Date /[lata: 26-02-2025"




