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Dr.Reddy’s ‘_‘o‘

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Hpoaykr: LeTpuH® TabneTky, MOKPLIThIE MICHOYHOH 060710UK0#, 10 Mr

Market / PuiHox : Russia / Poccus

Batch No. / . B2501928 Batch Quantity / . 955KG /955 KT

Cepns Ne Pasmep cepuu

Analytical Repovrt No./ . 2002FP25001604 Date of Analysis / . 30-06-2025

AHaJIUTHYEeCKHH oT4yeT Ne Jara ananusa

Date of Manufacture / . 09-06-2025 Date of Expiry / . 31-05-2028

JlaTa nponsBoiacTBa T'oxen no

Mfg. License No. / MA ber: /

Hpou3BoacTBeHHast : 63/RR/AP/96/F/R Ak s JIII-Ne(005456)-(PT-RU)
Homep PY

JMueH3ust Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBka 1 MakeThl yTBep:aessl: 17.02.2025

Neo Test / HHokazaTenan

Result / Pe3ynbTaThl Specification / Hopma

1 Description / Onucanue

White coloured, round, biconvex film | White or off white coloured, round, biconvex
coated tablet with a breakline on one |film coated tablet with a breakline 'on one
side. White core on cross section. /|side. White to off-white core on cross section.
Kpyrible NBOSKOBBIMYKIble TabneTky, |/ Kpyrible mBOSKOBHIIYKIbIE TabJeTKH,
MOKPHITBIE  TUIEHOYHOH  000J04YKO# | HOKpHITEIE IUIEHOYHOH 00010YKoii Genoro
6emoro mnBera, ¢ pPHUCKOIl Ha OMHOM | WUTH MOYTH OEJOro IBETA, C PUCKO HAa OMHOM
ctopoHe. Ha momepeunoM paspese —|cropone. Ha monmepedHoM paspese sAApo OT
sIpo 6enoro nBera. Genoro 1o mouTH GeNoro uBeTa.

2 Identification /

The retention time of the main peak in theThe retention time of the main peak in the;
chromatogram of test solution complycchromatogram of test solution should comply

D. Latha - Quality control- Team

Member Member
k&i/ {g’ Member \m\Q

NaenTudgukanus
with the retention time of the main peakwith the retention time of the main peak in the|
HPLC / BOXX in the chromatogram of Cetirizinechromatogram of Cetirizine Hydrochloride|
Hydrochloride reference standardreference standard solution (section "Assay").
solution. / [Bpemst ynepxHBaHHA OCHOBHOTO IHKa Ha
: Bpems ynepxuBaHuA OCHOBHOIO ITHKA HAXPOMATOIpaMMe  HCIIBITYEMOTO  pacTBOpa
i XpOMAaTOIPaMMeE HCIILITYEMOTO PacTBOPaNODKHO COOTBETCTBOBATh BpPEMEHH
, COOTBETCTBYET BPEMEHH YICPIKHBa IEPKABAHIA OCHOBHOT'O nHKa H
'i OCHOBHOTO ITHKa Ha xpoma’ror‘paMmqlxpomaTorpaMMf: CTaHIApTHOIO  PacTBOp
| . CTaHIAPTHOTO pACTBOpPA : THIPOXIOPHZA (paznen
i MHIPOXIOPHIA. «KommaecTeeHHOE OnpeneneHuen»). |
| |
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ilpumeuanue: IIpomykT cooTBETCTBYET TpeboBanuam H]I 3axiawdenne: OJJOBPEHO
Prepared by / I[TloaroTtoeneHo: Checked by / IIpoBepeHo: Approved by: Manager/Executive /

A_Susmitha - Quality control- Team Onobpeno: Menemxkep / PykoBoauresb
V. Prashanth - Quality Assurance- Team

Print Date /[lata: 30-06-2025

Print Date //{aTa: 30-06-2025 Print Date /ata: 30-06-2025




, ... CERTIFICATE OF ANALys1s
Dr.Re dd YS e " CEPTHOHRAT it Ao LXSIS

Batch Quantity /
Pazme cepin

Date of Analysis / ¢ 30-06-2025
JAarta ananysa

955 KG /955 KT

31-05-2028

MA number: /
Homep Py

H JIH—M(005456)-(PI“—RU)—150524
BepiKAeHBI: 17.02.2025

JHI-Ne(00545 6)-(PT-RU)

Analysis Performed accordin
Labeling ang artworks g

SPectrophotometry /
O- cnempoc]'m'rome'rpm

3.1%/3,1%

Uniformity of dosage units / /Acceptance valye (AV) should be not more
Oxxopoanocry, A03HpoBaHnLx 24/24 ithan 15.0 / okasatens TpHemnemoctu (AV)
EAHHIL ’ #nomen ObITE Re Goree 15,0,

IJ'Ncot less than 802, (Q) of the labeled amount
J'of Cng"_'cClNzo_;‘ZHCl (cetirizine

f i - i I
101%, 1019, 101%, 95%, 105%, 9gv, Eh 4 e o Moride) after 30 min. o

0% (Q) or HOMUHanLHOrO conepxaHus
21H25CIN;0;-2H() (ueTupuznna
TMAPOXJIOpH) yepes 30 muH.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Mpumeyapye: ponykr COOTBETCTRYET T €00BaHmuaN HJT 3aknyenne: OAOBPEHO

Prepared by / Moaroroeneno; Checked by / Mposepeno: Approved by: Manager/Executive /

D. Latha - Quality contro]- Team A.Susmitha - Quality contro]- Team Ono6peno: MeHenx(ep / PykoBomurens

Member _ Member V. Prashanth - Quality Assurance- Team
"‘%f—/ C(@_,./ Member

Print Date /Hara; 30-06-2025 Print Date /Mara: 30-06-2025 Print Date /JTara: 3 -06-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIN3IA

Product: Cetrine film coated tablets, 10 mg

Hpoaykr: LleTpuH® TabneTkH, NOKPHITHIE IUIEHOYHOH 0007104KOMH, 10 MT

Market / PoiHOK : Russia / Poccus

Batch No. / . B2501928 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pazmep cepun

Analytical Repo:*t No./ . 2002FP25001604 Date of Analysis / 30-06-2025

AHaJMTHYEeCKHH oTueT Ne Jara anasmsza

Date of Manufacture / . 09-06-2025 Date of Expiry / 31-05-2028

JlaTa NpoM3BOACTBA T'onen oo

Mfg. License No. / MA ber: /

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

JuueH3ust Ne

Analysis performed according ND: / Ananus npoBegen mo HA: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapknpoBKa U MaKeThl yTBepxkaeHbl: 17.02.2025

No Test / IlokasaTennb Result / PesynbTaThi Specification / Hopma
6 Impurities / IIpumecu
Not detected / He o6Hapyxena
Impurity A /
[Mpumecs A Below LOQ (LOQ =0.010%) / Hmwke |[Not more than 0.2 % / He 6onee 0,2 %
Impurity B / npeena KONHIECTBEHHOTO ONPENeIICHUSA
[Tpumecs B (IIKO = 0,010%) Not more than 0.2 % / ue 6onee 0,2 %
Impurity C /
[Tpumecs C . Below LOD (LOD = 0.006%) / Hixe  [Not more than 0.2 % / ne 6oniee 0,2 %
Impurity D / npenena o6HapyxeHus (I10 = 0,006%)
[Mpumecs D INot more than 0.2 % / ve 6onee 0,2 %
Impurity E / Not detected / He ob6HapyxeHa
[Tpumecs E Not more than 0.2 % / He 6o1nee 0,2 %
Impurity F / 0.03%/0,03%
[Ipumecs F Not more than 0.2 % / ve 6o1nee 0,2 %
Below LOD (LOD =0.015%) / Hixe |
|Any individual unidentified npenena oonapyxenns (I1O = 0,015%)
impurity / Jlrobas e qMHWYHAs INot more than 0.2 % /
l HEANEHTH(HLIMPOBAHHAA TIPAMECH He Gomee 0,2 %
[ 0.08% / 0,08%
i
'Total impurities / 0.2%/0,2% Not more than 2.0% /
Cymma npumeceii He 6onee 2,0%
7 Assay / KonindecTBeHHOe Not less than 9.0 mg and not more than
onpeneieHue [11.0 mg C21HasCIN2O;-2HCI (cetirizine
9.88 mg /9,88 mr dihydrochl(?ride) in table.t (between 90,0 %
98 8 % / 98.8% and 110,0 % of label claim). / Ot 9,0 Mr no
’ 11,0 mr Cz;H,5CIN,O3-2HCI (uetnpusuaa
imuruapoxaopun) B Tabnerke (ot 90,0 % mo
110,0 % OT HOMHUHAIILHOTO COICPKAHMS).
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: IlponykT cootsercTByeT Tpebosanuam HJJ 3aknwyenne: OJOBPEHO
Prepared by / Iloarotoenexo: Checked by / I[Iposepeno: Approved by: Manager/Executive /
D. Latha - Quality control- Team A.Susmitha - Quality control- Team Onobpeno: Menemxkep / PykoBogurens
Member ] Member V. Prashanth - Quality Assurance- Team
k_gif;/ 4” Member p
Print Date /J{aTa: 30-06-2025 Print Date /JTata: 30-06-2025 Print Date /[Jata: 30-06-2025




Dr Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

IIpoaykT: LleTpuH® TabneTKy, NOKPhITHE IUIEHOYHOM 0007104K0i, 10 MT

Market / PoiHok : Russia / Poccust

Batch No. / . B2501928 Batch Quantity / 955 KG / 955 KT

Cepua No Pazmep cepun

Analytical Repourt No./ . 2002FP25001604 Date of Analysis / 30-06-2025

AHanuTHYecKHUii oTueT No JlaTa ananu3za

Date of Manufacture / . 09-06-2025 Date of Expiry / 31-05-2028

Jata npon3BoacTea T'onen no

Mfg. License No. / MA number: /

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

JiMueH3HsA Ne

Analysis performed according ND: / Ananus nposeaed mo HJI: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapxupoBka u MakeThl yTBepxaeHbi: 17.02.2025

Ne Test / Ilokazarens

Result / PesyabTaThl

Specification / Hopma

8 Subdivision of tablets /
JleneHue TabaeToxk

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. /
TabneTky COOTBETCTBYIOT TPEOOBAHHAM, ECIIH
He 6oJiee 1 eqMHNYHASA Macca OTKIOHAETCA 3a
npenaensl 85%-115% ot cpeaneid Macchl.
'TabneTkH HE COOTBETCTRBYIOT TPEOOBAHMAM,
ecnu 6oJiee ueM | MHIMBHIyallbHas Macca
OTKJIOHAETCS OT 3TUX MPENENIOB MiH, €CiH 1
MHIMBUTyaNbHasd Macca OTKJIOHAETCS 33
mpenesst 75%-125% ot cpennei Macchl.

9 Microbiological purity* /
MHukpobuosioruyeckas
gncToTa*

‘a) Total aerobic microbial count /
‘Obmee 9HCI0 a3pOodHBIX
MHKDOOPraHU3MOB

b) Total combined yeasts and
mould count / O6mee gucno
NIPOMOKEBBIX U IUIECHEBBIX TPHOOB

c) E. coli

Not Applicable

Not Applicable

Not Applicable

{Not more than 1000 CFU/g /

%He Ganee 1000 KOE/r

lot more than 100 CFU/g /
He 6onee 100 KOE/r

[Shall be absent in 1g / OTcyTcTBHE B 1 T

Remarks: The Product confirms to ND/

Ilpumeuanue: [Iponykr cootBeTcTBYET TpeboBanusM HJT

Conclusion: APPROVED /
3axmouenue: OJOBPEHO

e

Prepared by / IToaroroeneHo: Checked by / IIposepeHo:
D. Latha - Quality control- Team A.Susmitha - Quality control- Team
Member Member

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

Member T \O

Print Date //arta: 30-06-2025

Print Date /JTata: 30-06-2025

Print Date /JTata: 3006-2025




LY . ®
’ °® CERTIFICATE OF ANALYSIS
Dr.Red dY S ‘.. CEPTH®HKAT AHAJI3A

Product: Cetrine film coated tablets, 10 mg ]

Hpoayxr: LetpuH® TabneTky, MOKPHITHE TNIEHOUHOH 000J109KoH, 10 Mr

Market / PoinoK : Russia / Poccus

g LE N O/ . B2501928 Batchuantity / . 955KG /955 KT

Cepus Ne Pasmep cepuu

Analytical Repourt No./ . 2002FP25001604 Date of Analysis / . 30-06-2025

AHanuTHn4deckHii oryer Ne JlaTa aHa/iM3a

Date of Manufacture / . 09-06-2025 Date of Expiry / . 31-05-2028

JlaTa npon3BoacTBa Tonen no

Mfg. License No. / MA number: /

Ilpou3BOACTBEHHAS : 63/RR/AP/96/F/R : JITI-Ne(005456)-(PI'-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Adanu3 nposexen no HJI: JITT-Ne(005456)-(PT-RU)-150524

Labeling and artworks approved: / MapkHpoBKa M MaKeThl YTBep:aeHbl: 17.02.2025

Ne | Test / HokaszaTenn Result / PesyabTaThl Specification / Hopma

10  |Package / YnakoBka 10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 3 blisters and patient information |or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 tabnerok B  |[a carton. /

NBX/TIBX//amomMunaneBoM 6nuctepe. [[Io 10 TabNIeTOK B

[To 3 6nmcTepa BMecTe ¢ JIMCTKOM- [MBX/TIIBX//amomunreBoM 6auctepe. I1o 2
BKJIaJbIIEM YIIAKOBAHBI B NAUKy WK 3 6ucTepa BMECTE C JIACTKOM-
KapTOHHYIO. BKJIAJIBIIIEM YTIAKOBAHEI 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. / [IpoBoauTCs MPOM3BONHTENIEM IIPU BBIYCKe MEPHONMYECKH: UL Kaxaoid 20-0# cepuu
WM He MeHee | pa3a B roz. ITokasarens MoxeT ObITh He BkmodcH B CepTHHKAT ananH3a GUpMBI.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumeyanue: [MpoxykT cooTBeTcTBYET TpeboBaHMAM HJI 3axmwuenune: OJOBPEHO

Prepared by / IloarotoBneHo: Checked by / IIpoeepeHo: Approved by: Manager/Executive /

D. Latha - Quality control- Team A.Susmitha - Quality control- Team Ono6peno: Menemxep / Pykosoaurens

Member Member V. Prashanth - Quality Assurance- Team
L&&‘f/ @3’—’ Member Q

Print Date /[Tata: 30-06-2025 Print Date /JlaTta: 30-06-2025 Print Date /lata: 30%6-2025




CERTIFICATE OF ANALYSIS

Dr.Reddy’s €z¢

CEPTUOHNKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Hpoayxkt: LlerpuH® TabiieTKH, NOKpPLIThiE ITIEHOYHOM 006010uK0#, 10 MT

Market / PeiHOK : Russia / Poccus

Batch No. / . B2501928 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pazmep cepun

Analytical Repourt No. / . 2002FP25001604 Date of Analysis / 30-06-2025

AHanuTHYecKHi oTyer Ne JlaTa aHa/n3a

Date of Manufacture / . 09-06-2025 Date of Expiry / 31-05-2028

JlaTa npou3BoACTBA T'open no

Mfg. License No. / MA ber: /

TIpoH3BOACTBeHHAs : 63/RR/AP/96/F/R s JINT-Ne(005456)-(PT-RU)
Homep PY

JuneHsus Ne

Analysis performed according ND: / Auann3 nposeaen nmo H: JIII-Ne(005456)-(PI"-RU)-150524
Labeling and artworks approved: / MapkupoBka U MakeThl yTBepskaenbl: 17.02.2025

API name / Haumenopanune A®C:

Cetirizine dihydrochloride / IleTupy3HHa IUTHAPOXIIOPHL,

INN/MHH:

Cetirizine / IleTupuszus

Homep cepun cy6cTannuu npouspoauresisi I'JID:

API manufacturer batch number / BT00-25007
Homep cepun npousBoautesiss AQC:
FP Manufacturer API Batch number / FBSA00063

API Manufactured by & country /
IIpounzBoantens ADC, cTpana:

Glochem Industries Private Limited, India /
I'noxem HMupacrpuec Ipatisut Jlnmuren, Hanus

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

HaumenoBaHHe, agpec, JIMIEH3HA 151
IIpousBoacTBeHHas miomaaka / [lnomaakxa KOHTPONs
kauectBa / [Inomaaka Beinmycka

Formulation Tech Ops — I, 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). / IlponsBoncTeeHHOE Noapasacnenue-1I,

Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynamuu
Bwamxk, bagynannu Mannan, Menuan Manakapkrupu
Juctpukt — 500090, mrat Tenanrana, Uunus (Jlnuensus 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 Econontic Union (GMP/EAEU/RU/G0573-2022) 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».

3akia04eHne o cooTBeTCTBHH: «HacToAIMM S MOATBEpXKIal0, YTO NMPUBENEHHAA Bbllle HHPOPMALMA SBISETCH NOCTOBEPHOU H
TOYHOM. DTa cepus NMPOLYKIMM TPOM3BeleHa (BKII0OYas YNAaKOBKY (MapKHpDOBKY) H KOHTpOJb KadecTBa) Ha BhINICYKa3aHHOM
IPOM3BOACTBEHHOM Inomanke (UIOmankax) B OJHOM COOTBETCTBHH ¢ TpeGoBaHusimMu IIpaBun Hamnexameil NpOU3BOACTBEHHOM
nmpakTUkH EBpasmiickoro sxoHomuueckoro cow3a (GMP/EAEU/RU/00573-2022) u TpebGoBaHHMAMH KOHTDONA Xad4ecTBa
JIEKApPCTBEHHBIX CPENCTB, @ TAKXKE B COOTBETCTBUHU CO CHEHMGHKAUUAMH, COACPKAIIMUMHUCA B PECHCTPALIHOHHOM JOCHE CTPAHBI-
UMIIOpTEpa. 3ammucH Mo NPOU3BOICTRY, YIAKOBKE U aHATH3Y MPOBEPEHbI, H YCTAHOBIEHO UX COOTBETCTBHE TpeOOoBaHMAM IlpaBmn
Haanexame Nporu3BONCTBEHHOM MpakTHKH EBpa3suiiCKOro 3KOHOMUYECKOTO COK03a».

Conclusion: APPROVED /
Jakarwuenue: OJOBPEHO

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBonurens
V. Prashanth - Quality Assurance- Team
Member

Remarks: The Product confirms to ND/

IIpumeyanue: [IpoxykT cooTBeTCTBYET TpeboBanmusam HJL

Prepared by / ITonroroeneHo: Checked by / ITporepeHo:

D. Latha - Quality control- Team A.Susmitha - Quality control- Team

Member Member @’

Print Date /data: 30-06-2025

Print Date /Marta: 30-06-2025 Print Date /Jlata: 30-05-2025




