Dr. Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTADHKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Tpoayxr: LletpuH® TabneTKH, MOKPLITHIE WICHOYHOH 06010uK0H, 10 Mr

Market / Peinok : Russia / Poccus

Batch No. / . B2503104 Batch Quantity / 955 KG / 955 KT

Cepusi No Pasmep cepun

Analytical Repo:‘t No./ . 2002FP25002517 Date of Analysis / 31-10-2025

AHanuTH4ecknii oTyeT No Hdara anannsa

Date of Manufacture / . 16-10-2025 Date of Expiry / 30-09-2028

Jlara npon3BOACTBA Tonen go

Mfg. License No. / MA number: /

TIpon3BoACTBeHHAS : 63/RR/AP/96/F/R moer: JII-Ne(005456)-(PT-RU)
Homep PY

JHueH3Hs Ne

Analysis performed according ND: / Ananu3 nposeaex no HJI: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBKa M MaKkeThl YTBepaeHbl: 17.02.2025

Result / PesynbTaThl

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyribie ABOAKOBBITYKIIBIE TabIeTKH,
MOKPHITEIE  IUIGHOYHOM  000I09KOM
Oenoro mBeTa, ¢ pPUCKONH Ha OJHOM
cropone. Ha momepeusoM paspese —
sapo Gemoro nBeTa.

White or off white coloured, round, biconvex
film coated tablet with a breakline on one
side. White to off-white core on cross section.
/  Kpyrible HIBOAKOBBIMYKJBIE TaOJNETKH,
MOKpHITHlE ILIGHOYHOH o6omoukoit 6emoro
WIM 09TH Oenoro LBeTa, ¢ puckoit Ha OIHOH
ctopone. Ha mnomepeuHoM paspese sApo OT
Gemnoro 10 mouTH 6eI0To LBETA.

Ne Test / Iloxa3aTeb
1 Description / Onucanue
2 [dentification /
Unentudukanmst
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
Hydrochloride  reference
solution. /

XpOMAaTOI'paMM€E HCIBITYEMOI'O PaCTBOP:

COOTBETCTBYET BPEMEHH YICpKUBAHUS
OCHOBHOIO TIIMKa Ha XpOMaTorpaMMe:

THAPOXIIOPALA.

standardreference standard solution (section "Assay").

BpeMs yaep>XUBaHHA OCHOBHOI'O TIHKA H:EPOMaTOI'paMMe

ICTAaHOApTHOTO pacTBOpa ULETHPU3HMHANCTHPU3INHA

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;

Bpems yoepKHUBaHHMSA OCHOBHOIO ITMKA Haj

HCOBITYEMOTO  pacTBOpa

OJDKHO COOTBETCTBOBATh BpEMEHH|
EepKHBaHUSA OCHOBHOTO ImMKa  Ha
XpoMarorpamMMe CTaHHAapTHOrO  pacTBOpa
THAPOXJIOpUAA (paszen

«KonudecTBeHHOE OHpe}.ICJICHI/IC))).

Remarks : The Product confirms to ND/
[Ipumeyanue: IIpoaykr cooTsercTByeT Tpebosanuam HJT

Conclusion : APPROVED /
3arawgenne: OJOBPEHO

Prepared by /
IToaroroeneHo:

B. Satyanarayana - Quality
|control- Team Member

G

Checked by (AQA) /
IMpoeepeno (AOK):

V. Prashanth- Quality
Assurance- Team Memb

o0

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

N

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecnedenne
kauecTBa/OTBETCTBEHHOE JIMIIO;
[|S. Haneef- Q ality Assurance- Team
Member 5 ;

er
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Dr.Reddy’s ‘;. CERTIFICATE OF ANALYSIS
i ‘ CEPTUOHUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Mpoaykr: [eTprHa® TabneTKH, MOKPHITHE INICHOYHOH 060109K0H, 10 MI
Market / Prinok : Russia / Poccus
Batch No. / . B2503104 Batch Quantity / 955 KG / 955 KT
Cepus Ne Pasmep cepuu
Analytical Repovrt No. / . 2002FP25002517 Date of Analysis / 31-10-2025
AHajauTHYecKnii oTuer Ne JlaTa aHajim3a
Date of Manufacture / . 16-10-2025 Date of Expiry / 30-09-2028
JaTa npon3BoACTBA TI'open no
Mfg. License No. / MA number: /
TIpoH3BOACTBEHHAS : 63/RR/AP/96/F/R numoer: JITI-Ne(005456)-(PT-RU)
Howmep PY

JiMieH3us Ne
Analysis performed according ND: / Ananu3s nposeges no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKka H MaKeThl yTBepkaeHbl: 17.02.2025

UV- spectrophotometry / Complies / CooTBETCTBYET

V@- ciektpodoToMeTpHs

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@-cnexTphi MOTJIOMIEHHs HCITBITYEMOTO,
pacTBOpa M CTaHJAPTHOTO  pacTBOpad
LeTHPH3KMHA THAPOXIOpHAA B obnacTh oT 200
no 400 HM [JODKHBI HMMETh MAKCHMYMBE]
MOrNOIeHHsT MpPH ONHONM M TOM K& IJIHHE
BOJIHEI C JIOMYCTHMBIM OTIJIOHEHHEM *+ 2 HM.

3 Water content /

Copep:xaHue BoabI 3.0%/3.0%

Not more than 8.0% /
He 6onee 8,0 %

96%, 98%, 96%, 99%, 96%, 98%.

4 Uniformity of dosage units / Acceptance value (AV) should be not more;
OaHOPOAHOCTL J03HPOBAHHBIX 6.6/6.6 than 15.0 / IMokazarens mpuemieMoctH (AV)
e M H AL ’ ﬂonmen 6bITH He Gonee 15,0.

5 Dissolution / PacTBopenue INot less than 80% (Q) of the labeled amount

of C21H25CIN20;-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMHHTBHOIO COAEPXKaHMA
C21H25CIN203-2HCI (ueTupuzvHa

urnapoxyopun) yepes 30 MuH.

Remarks : The Product confirms to ND/
IMpumeuanne: Ilpoaykr cooTseTcTBYeT TpebopanusaM HJI

Conclusion : APPROVED /
Zakaouenne: OJOBPEHO

Checked by (AQA) /
ITpoeepeno (AOK):

Checked by / IlpoBepeHo:
D. Latha- Quality control-

Prepared by /
[TonrororneHo:

Approved by: Quality
Assurance/Authorized person /

B. Satyanarayana - Quality
control- Team Member

Ly ~

Team Member

e

V. Prashanth- Quality
Assurance- Team Member

o

Onobpeno: ObecrieueHne
kauecTsa/OTBETCTBEHHOE JIULIO:

S. Haneef- Quality Assurance- Team
Member

=
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Mpoaykr: Ietpuu® TabneTky, TOKPBITHIE IIEHOTHOU 060nogKoH, 10 Mr

Market / Peinox : Russia / Poccns

Batch No. / . B2503104 Batch Quantity / 955 KG /955 KT

Cepus Ne Pa3mep cepun

Analytical Repourt No./ . 2002FP25002517 Date of Analysis / 31-10-2025

AHaJiuTHYecKHii oTueT Ne JlaTa anannsa

Date of Manufacture / . 16-10-2025 Date of Expiry / 30-09-2028

JlaTa npousBoacTBa T'oxen no

Mfg. License No. / MA number: /

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

JuneH3ns Ne

Analysis performed according ND: / Ananu3s npoeege mo HJI: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBka H MaKeThl yrBepaxaeHbl: 17.02.2025

6 Impurities / IIpumecn
Impurity A /
IMpamecs A
Impurity B /
[Tpumecs B
Impurity C/
[Mpumecs C
[mpurity D /
[Tpumecs D
Impurity E /
TIpumecs E
Impurity F /
[Tpumecs F

Any individual unidentified
impurity / Jlro6ast emuHUIHAS
HeMNEeHTU)HUIMPOBaHHAS HPAMECE

Total impurities /
CymMa npumeceii

[Not detected / He obHapy:xeHa

Less than LOQ (LOQ = 0.010%) / Huxe
penena KONMIeCTBEHHOTO ONpeeNieHIs
(ITKO = 0,010%)

(Not detected / He o6Hapyxena

Not detected / He o6Hapy»xeHa

Less than LOQ (LOQ = 0.023%) / Huxe
[peena KOMUIeCTBEHHOTO ONPEeNICHHUs
(ITKO = 0,023%)

Not detected / He o6HapyxeHa

0.07% /0,07%

0.1%/0,1%

Not more than 0.2 % / "He 6omnee 0,2 %
Not more than 0.2 % / ne 6Gonee 0,2 %
Not more than 0.2 % / e 6o1ee 0,2 %
Not more than 0.2 % / we 6onee 0,2 %
Not more than 0.2 % / He 6onee 0,2 %
INot more than 0.2 % / He 6omee 0,2 %

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

Not more than 2.0% /
He 6onee 2,0%

Remarks : The Product confirms to ND/

ITpumeyanne: IIpoxykT cooTBeTCTBYET TpeboBaHaM HJI

Conclusion : APPROVED /
Zamwouenne: OJJOBPEHO

Checked by (AQA) /

Approved by: Quality

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

U

Prepared by /
IloarorossieHo:

B. Satyanarayana - Quality
control- Team Member

N

Assurance/Authorized person /
Onobpeno: ObecneueHue
kauecTBa/OTBETCTBEHHOE JIMIIO:

S. Haneef- Quality Assurance- Team
Member )l

ITpoeepeno (AOK):
V. Prashanth- Quality
Assurance- Team Member

sl
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

IIpoayxt: IeTpuH® TabyeTKH, NOKPHITHIE IUIEHOYHO 000si09Koid, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2503104 Batch Quantity / 955 KG / 955 KT

Cepus Ne Paszmep cepun

Analytical Repo:‘t No./ . 2002FP25002517 Date of Analysis / 31-10-2025

AHaauMTHYECKHi oTueT Ne JlaTa aHayim3a

Date of Manufacture / . 16-10-2025 Date of Expiry / 30-09-2028

JaTa npou3BoacTBa T'open oo

Mfg. License No. / MA ber: /

TIpoHM3BOACTBEHHAS : 63/RR/AP/96/F/R i JII-Ne(005456)-(PT-RU)
Homep PY

JineH3us Ne

Analysis performed according ND: / Ananus nposenen no HII: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka n MakeThl YTBepxkaeHbI: 17.02.2025

7 Assay / KoindyecTBeHHOE
onpenecHuE

Not less than 9.0 mg and not more than
11.0 mg C21H2sCIN>03-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %

c) E. coli

9.99 mg /9,99 mr and 110,0 % of label claim). / Ot 9,0 mr o
99.9% /99,9% 11,0 Mr C21H25CIN203-2HCI (uerupusuna
nuruapoxsopun) B rabnerke (or 90,0 % no
110,0 % oT HOMHHANLHOFO COJIEPKAHNA).
b Microbiological purity* /
Muxkpo6uosioruyeckast
qHcTOTa*
a) Total aerobic microbial count / Not Applicable Not more than 1000 CFU/g /
O6mee 4nciao a3poObHBIX He 6onee 1000 KOE/r
MHKPOOPTaHU3MOB
Not Applicable
b) Total combined yeasts and Not more than 100 CFU/g /
mould count / O6mee qucio He 6osee 100 KOE/T
TPONCOKEBEIX U IUIECHEBBIX IpHUOOB Not Applicable

Shall be absent in 1g / OtcyrcTBHE B 1 T

9 ISubdivision of tablets /
eseHue TabiaeTox

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 TPpeOOBAHUAM, €CIIH
He 6ojiee 1 emMHIYHAs Macca OTKIOHIETCS 3a

Remarks : The Product confirms to ND/

Ipumeuanue: IIpogykT cooTBeTCTBYET TpeOoBaHmaM HJJ

Conclusion : APPROVED /
3axmoyenne: OJJOBPEHO

Prepared by /
IToAroToOBAEHO:

B. Satyanarayana - Quality
control- Team Member

Co 7

Team Member

Checked by / ITpoBepeHo:
D. Latha- Quality control-

g

Checked by (AQA) /
[Tposepeno (AOK):
V. Prashanth- Quality

(A

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecnedeHue
ka4yecTsa/OTBETCTBEHHOE JTUILIO:

S. Haneef- Quality Assurance- Team
Member /)
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/ @ CERTIFICATE OF ANALYSIS
) Dr‘ Reddy S " CEPTUO®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: LleTpna® TabeTKH, NOKPHITHIE INICHOTHOH 000109K0M, 10 MI

Market / Poinox : Russia / Poccus

Batch No. / . B2503104 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pazmep cepun

Analytical Repovrt No./ - 2002FP25002517 Date of Analysis / 31-10-2025

AHaJHTHYeCKHIi oTueT Ne JlaTa aHanu3a

Date of Manufacture / . 16-10-2025 Date of Expiry / 30-09-2028

JlaTta npon3BoacTBa T'open no

Mfg. License No. / MA pumber: /

ITpOM3BOACTBEHHAS : 63/RR/AP/96/F/R pamber: JII-Ne(005456)-(PT-RU)
Howmep PY

JnueH3us Ne

Analysis performed according ND: / Auanns nposeaes no HH: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKa U MaKeThl YTBepuaeHbl: 17.02.2025

npeaenbl 85%-115% oT cpenneli Macchl.
TabneTky He COOTBETCTBYIOT TpeOOBaHAAM,
ecni Gonee 4eM | MHAMBHOYyanbHas Macca
OTKIIOHSAETCS OT ITHX TIPEIENOB Wi, eclH |
WHMBHIyallbHasA Macca OTKIOHAETCA 3a
npepens! 75%-125% oT cpenHeii Macchl.

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient information
leaflet in a carton. / ITo 10 Tabnerok B
[MBX/I1JIBX//amoMuHueBOM 6IHCTEDE.
ITo 3 6mucTepa BMECTE € IMCTKOM-
BKJIABIIIEM YIIAKOBAaHBI B TAYKY

KapTOHHYIO.

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

[To 10 TabnmeTok B
[IBX/ITIBX//amomunneBoM 6imctepe. [1o 2
wiu 3 GMcTepa BMECTE C JIMCTKOM-
BKJIa/IbIIIEM YIAKOBAHb! B IAYKY KapTOHHYIO.

* Performed by the manufacturer at release periodically: one in every 20 batches or at least once a year. The parameter may be absent
from the Company's certificate of analysis. / IIpoBoauTCS IPOU3BOUTEIIEM IIPH BEIITYCKe NEPHOIMYECKH: I Kaxaou 20-oit cepuu
win He MeHee | pasa B rog. Ilokasarens MoxeT GBITh He BKIEodeH B CepTudukaT aHanuza GupMsl.

Remarks : The Product confirms to ND/
Mpumeuanmne: [Ipogykr cootBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

Prepared by /
[ToarorosneHo:

B. Satyanarayana - Quality
control- Team Member

Ch

Checked by (AQA) /
[Iposepeno (AOK):
V. Prashanth- Quality

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

\%Pq [,hgt!C'

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Opnobpeno: ObecricuecHue
kauecTBa/OTBETCTBEHHOE JINIIO:
S. Haneef- Quality Assurance- Team
Member Qx
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CERTIFICATE OF ANALYSIS

Dr. Reddy’s Q':‘

CEPTHPHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: Ietpua® TabneTky, HOKPHITHIC IUIEHOYHOH 060109K0#, 10 Mr

Market / Peinok : Russia / Poccusa

Batch No. / . B2503104 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pazmep cepunu

Analytical Report No. / . 2002FP25002517 Date of Analysis / 31-10-2025

AHaJMTHYEeCKHIi oTyeT Ne JlaTa aHanmu3a

Date of Manufacture / . 16-10-2025 Date of Expiry / 30-09-2028

JlaTa npou3BoACTBa Tonen no

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAas : 63/RR/AP/96/F/R : JITI-Ne(005456)-(PT-RU)
Homep PY

JHneH3usi Ne

Analysis performed according ND: / Ananu3 nposegen o HJI: JII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBka H MaKeThl yTBep:kaeHsl: 17.02.2025

API name / HanmenoBanne ADC:

Cetirizine dihydrochloride / IleTHpH3nHa JUTHIPOXIIOPHI

INN / MHH:

Cetirizine / IleTupusus

Homep cepun cy6cTanuuu npousBoaurtesis LJID:

API manufacturer batch number / BT00-25041
Homep cepuu npoussoautens ADC:
FP Manufacturer API Batch number / FBSA00206

API Manufactured by & country /
IIpousBogutenr A®C, crpaHa;

Glochem Industries Private Limited, India /
I'moxem Uupactpuec Ipaisur Jlumuren, Uuans

Name, address, authorization No for FP manufacturing
site / Control site / Release site /

HaumeHoBaHHUe, aApec, INLEH3US NI
IIpousBoacTeeHHas niomanka / Ilnomaaka KoHTpo s
kayectBa / Ilmoniaaka Beimycka

Formulation Tech Ops — 11, Sutvey 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). / TlponmsBoacTBEHHOE noapa3aenenue-11,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynamwim

Bumnamk, bagynammu Mangan, Meggan Manakapkrupu
Huctpukt — 500090, wtat Tenanrana, Muaus (Jlunensusa 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 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».

3axa0duenne ¢ cooTBeTcTBHM: «HacTosmuM S MOATBEPXKAAIO, YTO NpUBEICHHAsA BhIMe HHGOPMAIMA SBIACTCA AOCTOBEPHOMN M
TOYHOH. DTa cepus HPOAYKIMH TPOM3BENcHA (BKIIOYas YHAKOBKY (MapKHpDOBKY) M KOHTpOJIb KauecTBAa) Ha BEHINICYKa3aHHOMH
TIPOU3BOCTBEHHO} IIomake (IUIOMaAKax) B MOJHOM COOTBETCTBUM ¢ TpeOoBaHUAMH IIpaBmi Halulexainei MpOU3BOACTBEHHOM
npakTHKH EBpasmifckoro 3KOHOMHYECKOTO COI03a M TpeOORAHHAMH KOHTPOJS KadecTBA JIEKApCTBEHHBIX CPEJACTB, @ TaKXKe B
COOTBETCTBHH CO CHEHM(PUKANUIMH, COLSPKAIIIUMICS B PETHCTPALHOHHOM [IOChE CTPaHbI-UMIOpPTEpa. 3aNKcH 10 IPOM3BOICTBY,
YIAaKOBKE W aHANIM3Y IIPOBEPEHBI, U YCTAHOBIEHO HX COOTBeTcTBHE TpeOopamusaM IlpaBmn Hanexamed MpOM3BOJACTBEHHOM
mpakTHKU EBpasuiickoro 5KOHOMHIECKOro COI03ay.

Remarks : The Product confirms to ND/
IIpumeyanne: IIpomykt cooTBeTCcTBYET TpeboBansaM HJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: ObecneaeHne
kadecTBa/OTBETCTBEHHOE JHUIIO:

S. Haneef- Quality Assurance- Team
Member 3’\ )

Prepared by /
[IonrororneHo:

B. Satyanarayana - Quality |[|Team Member

control- Team Member Assurance- Team Member

Q/Qf, A kg—f"—‘ (J'MO

Checked by (AQA) /
[pogepeno (AOK):
V. Prashanth- Quality

Checked by / IlposepeHo:
D. Latha- Quality control-

[
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