' @
’ @) CERTIFICATE OF ANALYSIS
Dr. Reddys '-' CEPTHUOUKAT AHA 34
) e ———

Batch Quantity /
Pazmep cepin

Date of Analysis / : 31-05-2025
Hara aHaMH3a

955 KG /955 KT

Analytical Report No. /
Auammmccmu‘i 0T4YeT No
Date of Map ufacture /
Hdaran OH3BOjCTBg
Mfg. License No, /
IT POH3BONCTRe KAy
JTHUEH3Hs No

Test/l'loxasarenb
Description ; Onucanne

Specification / Hopma
White or off white coloured, round, biconvex
Jfilm coated tablet with a breakline on one side.
e White to off-white carv op LIUSS secnon.lf
eKpyrnsie ABOAKOBBIMYKTble Tabnerky,

TO IBeTa, CIIOKPBITHIE 11y
PHCKOH g OZHOl CTOpoHe. Hg MOYTH OGenor

Result / Pesynbrare;
White coloureq

paspese  snpo o
era.

Identification /
Hnemmplmamm

: HCIBITYEMOro
ANOIDKHO COOTBETCTBOBATE BpeMeHH
Ay €DK UBAHKS OCHOBHOro Mka Ha
EXpoMartorpamme CTaHzapTHOTO pacreopa
€THPH3HHa rMApoxjioprna (pasze.
cKonuqecheHHGe onpeneneHuey).

Conclusion: APPROVED /
3akmoyene: OJOBEPEHQ
Approved by: Manager/Executive /
Onobpeto: Menemxkep / Pykoeoaurens
Ajay Kumar - Quality Assurance- Team
Member Al

Remarks: The Product confirms to ND/

Opumeyanye: Mponykr CooTBETCTRYET pedoBaksy HI
Prepared by / HMoarorosneno: Checked by / Hposepeno:
D. Latha - Quality contro]- Team A.Susmithg - Quality control- Team

Member L&L; Member

Print Date /Mata: 3] -05-2025 Print Date /Mara: 31-052025

Print Date /Hara: 31-05-2025




.Dr. ii’eddy’s ‘f:'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Hpoayxkt: Lletpua® TabneTky, HOKPHITHIE TIEHOYHOM 000109K0#H, 10 MT

Market / Poinok : Russia / Poccus

Batch No. / . B2501577 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepuu

Analytical Repovrt No./ - 2002FP25001307 Date of Analysis / 31-05-2025

AHanmuTH4yeckuii oTyer No JlaTa ananu3za

Date of Manufacture / . 12-05-2025 Date of Expiry / 30-04-2028

JlaTa nmpousBoicTBa I'onen mo

Mfg. License No. / MA ber: /

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

JmueH3us Ne

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

Ne Test / [lokazaTenan

Result / Pe3ynabsTaThl

Specification / Hopma

UV- spectrophotometry /
V- cnexkrpodoTomMerpus

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 ®-cnexTpsI HOTTIOIEH S HCILITYEMOTO
pacTBOpa W CTaHJAPTHOrO  pacTBOpa
LeTHPH3HHA THUApOXJIOpHIA B obmacT oT 200
no 400 HM JOJDKHBI HMETh MAaKCHUMYMBI
MOT/IOIIEHHA NpYU OJHOM M TOH XKe JUIMHE
BOJIHBI C JOITYCTHUMBIM OTKJIOHCHHEM + 2 HM.

3 Water content/
CopaepxaHue BoJbI

3.6% w/w / 3,6%

INot more than 8.0% /
He 6o1nee 8,0 %

4 Uniformity of dosage units /

COHHHIL

OIlHOPOJ.IHOCTL AO3NPOBAHHLIX

24/24

|Acceptance value (AV) should be not more
than 15.0 / Ilokasarens mpuemiieMocTH (AV)
inomkeH 6uiTh He Gonee 15,0.

5 Dissolution / PacTBopenue

95%, 101%, 102%, 101%, 102%, 98%

Not less than 80% (Q) of the labeled amount
of C21H2sCIN,O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He MeHee
80 % (Q) 0T HOMHHATEHOTO CONEPIKAHUS
C21H2sCIN20;-2HCI (ueTupussHa
nuruapoxnopua) depes 30 MUH.

Remarks: The Product confirms to ND/
Ipumeuanue: IIpoAyKT COOTBETCTBY

eT TpeboBanuaM HJT

Conclusion: APPROVED /
Zaxmrouenue: OJOBPEHO

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

Member z

Checked by / ITpoBepeHo:
A_.Susmitha - Quality control- Team

Member
&

Approved by: Manager/Executive /
Ono6peno: MeHemxkep / PykoBoguTens
Ajay Kumar - Quality Assurance- Team

Member 0(7)

Print Date /JTata: 31-05-2025

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

Print Date /JaTa: 31-05-2025




o ..
Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJI3A

Product: Cetrine film coated tablets, 10 mg
INpoaykr: Lletpun® rabieTky, NOKpLITHIE TIIEHOYHOM 0601109K0i, 10 MT

Market / PoiHoK : Russia / Poccus

Batch No. / . B2501577 Batch Quantity / 955 KG /955 KT

Cepusi Ne Pasmep cepnn

Analytical Repovrt No./ : 2002FP25001307 Date of Analysis / 31-05-2025

AHanuTHYecKHii oTyer No JlaTa aHasu3a

Date of Manufacture / . 12-05-2025 Date of Expiry / 30-04-2028

JlaTa nponsBoacTra T'onen no

Mfg. License No. / MA numbers /

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

Jauuensusa Ne

Analysis performed according ND / Ananu3 nposenen no HJI: JITI-Ne(005456)-(PT-RU)-150524

Specification / Hopma

Ne |Test / IloxazaTens Result / PesynbTaTsl
6 Impurities / Ilpumecn
Not detected / He o6Hapyxena
Impurity A /
[Tpumecs A Less than LOQ (LOQ = 0.010%) / Huxe [Not more than 0.2 % / ne Gonee 0,2 %
Impurity B / pejiena KOJIHYECTBeHHOTO OIpeReIeHus
[Tpumecs B (ITKO = 0,010%) INot more than 0.2 % / ve 6onee 0,2 %
Impurity C/
[Tpumecs C Less than LOQ (LOQ = 0.017%) / Huxe [Not more than 0.2 % / He 6onee 0,2 %
Impurity D/ npezgenaa KOITM4ECTBEHHOTO OTIPENeICHHA
Ipumecs D (TTIKO = 0,017%) INot more than 0.2 % / ne 6oxee 0,2 %
Impurity E /
[Tpumecs E Not detected / He o6napyxena Not more than 0.2 % / He 6omnee 0,2 %
Impurity F /
Ipumecs F 0.03% /0,03% Not more than 0.2 % / ve 6onee 0,2 %
Any individual unidentified Less than Limit of Detection (LOD =
impurity / JIrobas e nuHp4Has 0.015%) / Hipke npenena o6uapyxenns [Not more than 0.2 % /
HeHAeHTA(UIpoBaHHas npumMech [(T10 = 0,015%) He Gomnee 0,2 %
0.07% / 0,07%
Total impurities / 0.2% /0,2% Not more than 2.0% /
CyMMa npumeceii He 6omee 2,0%
7 Assay / KonndecrBenHoe INot less than 9.0 mg and not more than
onpeaeieHHe 11.0 mg C1H25CIN20O3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
g ool and 110,0 % of label claim)./ Ot 9,0 Mr 110
’ i 11,0 Mr C;;H25CIN,O3-2HCI (uetupusuna
iHruapoxyopun) B tabnetke (ot 90,0 % mo
110,0 % OT HOMHHAIBLHOTO COACPIKAHMS).

Remarks: The Product confirms to ND/
ITpumeyanne: [TpodykT cooTBeTCTBYET TpeGoBanusM HJJ

Conclusion: APPROVED /
3axnwyenue: OJOBPEHO

Prepared by / [Toarotosneno:
D. Latha - Quality control- Team

Member g

Checked by / ITporepeno:
A.Susmitha - Quality control- Team

Member
&

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team

Member ﬁd)

Print Date /Hdara: 31-05-2025

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

Print Date //Tata: 31-05-2025




IDr. ﬁeddy’s Q;‘.

CERTIFICATE OF ANALYSIS

CEPTHUOPHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Hpoayxr: LleTpuH® TabuieTKH, NOKPHITHIE IUIEHOUHO# 060s10uKoii, 10 M

Market / Prinok : Russia / Poccus

Batch No. / . B2501577 Batch Quantity / 955 KG / 955 KT

Cepnsi Neo Pasmep cepun

Analytical Repoﬁrt No. / - 2002FP25001307 Date of Analysis / 31-05-2025

AHaJnTH4YeckHi oTyeT Ne Jara ana/nsa ]

Date of Manufacture / . 12-05-2025 Date of Expiry / 30-04-2028

JlaTa npou3BOACTBA TI'ogen oo

Mfg. License No. / MA ber: /

TIpoM3BOACTBEHHAs : 63/RR/AP/96/F/R numoer: JINT-Ne(005456)-(PT-RU)
Homep PY

JuueH3us Ne

Analysis performed according ND / Anasnns nporened o HJI: JITI-Ne(005456)-(PI'-RU)-150524

INo Test / IloxazaTennb

Result / PeayabTaThi

Specification / Hopma

8 Subdivision of tablets /
Jlenenue TaGy1eToK

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 Ooniee 1 eqUHUYHAS Macca OTIIOHSAETCS 32
npeaenst 85%-115% ot cpeanei Maccel
TabneTKH He COOTBETCTBYIOT TpeOOBaHILIM,
ecn Oonee 4eM | HHAUBUAYaabHASA Macca
OTKJIOHAETCS OT 3TUX NPEJelIoB WK, ecny 1
HHIMBHIYyaJIbHAA Macca OTKIOHAETCH 3a
npenens 75%-125% oT cpenHeil Macchl.

9 Microbiological purity* /
Muxkpobuonorndeckast
qHCTOTa*

a) Total aerobic microbial count /
Obmee 9UcIio adpOOHBIX
MUKPOOPTaHU3MOB

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

APOACKEBHIX M INECHECBBIX I‘pI/I60B

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/T

Shall be absent in 1g / OtcyrcTBHE B 1 T

Remarks: The Product confirms to ND/

Ilpumeuyanne: [Ipoaykt cootBeTcTBYET Tpebopanuam HJI

Conclusion: APPROVED /
3akmoyenue: OJOBPEHO

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

Member g

Checked by / IIpoBepeHo:
A.Susmitha - Quality control- Team

Member @/

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykopoaurens
Ajay Kumar - Quality Assurance- Team

Member DL{P

Print Date /JTata: 31-05-2025

Print Date /ITaTa: 31-05-2025

Print Date /dara; 31-05-2025




A , P
% ‘.. CERTIFICATE OF ANALYSIS

Dr. Red dy S L CEPTUOPHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

IIpoaykT: LeTpna® TabneTKy, HOKPHITHIE INIEHOYHOH 000104KOH, 10 Mr

Market / Prinok : Russia / Poccus

SRS : B2501577 Batch Quantity / . 955KG/955 KT

Cepus Ne Pasmep cepun

Analytical Repourt No./ - 2002FP25001307 Date of Analysis / . 31-05-2025

AHaJiuTHYeCKHIi oTueT No Harta ananuza

Date of Manufacture / . 12-05-2025 Date of Expiry / . 30-04-2028

JlaTa npon3BoACTBA Tonen no

Mfg. License No. / MA number: /

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

JnueH3ns Ne

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

Ne  [Test/Ilokasarens Result / PesyabTarsl Specification / Hopma

10 Package / YnakoBka 10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 2 blisters and patient information {or 3 blisters and patient information leaflet in
leaflet in a carton. / Tlo 10 Tabnetok B [a carton. /

TMBX/MIBX//amomunanesom 6nuctepe. [[To 10 Tabnetok B

[lo 2 6mucTepa BMECTe C AUCTKOM- MBX/ITABX//amomMunneBom 6nuctepe. I1o 2
BKJIAMIBILIEM YIIAKOBAHEI B TAYKY WK 3 OmucTepa BMECTE C JIMCTKOM-
KAPTOHHYIO. BIJIABILIEM YITAKOBAHBI B TA9Ky 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 / IIpoBogHTCs IPOU3BOAMTENEM TP BHITYCKE NIEPHOIMYECKH: I kaxnoii 20-oit cepun WK He MeHee 1
pasa B ron. Ilokazatens MoxeT ObITh He BKIO4eH B CepTHPUKAT aHANH3a HUPMBIL.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /

Ipumeyanne: IIpooykT cooTBETCTBYET TpeboBanmsM HJ{ 3axmwouenne: OJIOBPEHO

Prepared by / I[TlogroroeneHo: Checked by / IlpoBepeHo: Approved by: Manager/Executive /

D. Latha - Quality control- Team A.Susmitha - Quality control- Team Onobpeno: Menemxkep / PykoBoautens
Member Ajay Kumar - Quality Assurance- Team

Member @’
Member n
4 «|

Print Date /ata: 31-05-2025 Print Date /Hata: 31-05-2025 Print Date //Jata: 31-05-2025




CERTIFICATE OF ANALYSIS

'Dr.li?eddy’s Q':'.

CEPTUPUNKAT AHAJI3A

Product: Cetrine film coated tablets, 10 mg

HpoaykT: LeTprH® TabieTKH, HOKPHITEIE IIEHOYHOM 060104K0ii, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2501577 Batch Quantity / 955 KG / 955 KT

Cepnst Ne Pazmep cepun

Analytical Repovrt No. / - 2002FP25001307 Date of Analysis / 31-05-2025

AHanuTHyeckHii oTyeT Ne Jara aHanusa

Date of Manufacture / . 12-05-2025 Date of Expiry / 30-04-2028

JlaTa npon3BoACTBa Tonen go

Mfg. License No. / MA number: /

TIpon3BoACTBeHHAs : 63/RR/AP/96/F/R sl JITI-Ne(005456)-(PT-RU)
Homep PY

JHueH3usa Ne

Analysis performed according ND / Ananu3s nposeges mo HJI: JIII-Ne(005456)-(PT-RU)-150524

API name / Hanmenosanue ADC:

Cetirizine dihydrochloride / IleTupu3uHa AUTHAPOXJIOPHI

INN / MHH:

Cetirizine / etnpuzux

API manufacturer batch number / BT00-25006
Homep cepuu npoussoautensa ADC:
FP Manufacturer AP1 Batch number / FBSA00062

Howmep cepun cy6cTanunu nponsoantens IJID:

API Manufactured by & country /

Ipouseoantear APC, cTpana:

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaunmenoBanmue, aapec, JIHUEH3Us JJIs1 .
IIponssoacreennas miowmaaka / Ilnomanka KoHTpOJISI
kadecTBa / [Inomanka Beinmycka

Glochem Industries Pvt. Ltd., India /
I'nmoxem UHpactpuec I1eT. JIta., Munus
Formulation Tech Ops —II, 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). / IIpon3BoAcTBEHHOE NoApasaenenue-11,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynannu
Bunnamk, bagynamwiu Manaan, Meayan Manakamxriapu
Huctpuxr — 500090, mrar Tenanrana, Manus (JInuensus 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».

3akmovenne o cooTBeTcTBAH: «HacToamuM s DOATBEpXKAAl0, UTO TIPHBEACHHAs BhIIIE HHOOPMAIA ABIIETCS NOCTOBEPHOM K
TOYHOH. DTa cepus NPONYKLIHU NMpOW3BEACHA (BKIIOYAs YMAKOBKY (MapKUpOBKY) W KOHTPOJNb KadecTBa) Ha BEILIEYKa3aHHOM
NPOHM3BOACTBEHHOM muomanke (IWI0Maakax) B HOTHOM COOTBETCTBHE ¢ TpeGoBaHUAMH IIpaBiun HalUiexKamel MpOU3BOACTBEHHOM
npakTuky Espasuiickoro skoHomuueckoro coroza (GMP/EAEU/RU/00573-2022) u TpeOoBaHMSAMH KOHTPOJIL KadecTBa
JIEKapCTBEHHBIX CPEJICTB, @ TAKOkE B COOTBETCTBHM CO CHELM(PUKAUUIMH, COIEPKAIIMUCI B PETUCTPALMOHHOM JOCHE CTPaHBI-
MMIOpTEPA. 3aMHCH 1O TIPOM3BOJCTRY, YNIAKOBKE M aHAJIH3Y NMPOBEPEHbI, H YCTAaHOBIEHO HX cooTBeTcTBHE TpeboranuaM [IpaBun
Hajylexanel Mpon3BOACTBEHHOM NPaKTHKH EBPa3uiickOro 3KOHOMHIECKOTO COI03ay.

Conclusion: APPROVED /
3axkmoyenue: OJOBPEHO

Remarks: The Product confirms to ND/
IIpumeuanue: IIpomyKT cooTBeTcTBYET TpeboBanusm H]J

Prepared by / [Togrorosneno: Checked by / IIpoBepeHo: Approved by: Manager/Executive /
D. Latha - Quality control- Team A.Susmitha - Quality control- Team Opo6peno: Menemxep / PykoBonurens
Member Member Ajay Kumar - Quality Assurance- Team

Print Date /ara: 31-05-2025

L

Print Date /dara: 31-05-2025

Member 047’)

Print Date /Tata: 31-05-2025




