Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ilpoaykr: Letpuu® TabiaeTkH, HOKPHITEIE IIIEHOUHO} 06010uKko#, 10 Mr

Market / Peinox : Russia / Poccust

Batch No. / . B2500476 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepun

Analytical Repourt No./ - 2002EP25000382 Date of Analysis / 25.02-2025

AHaHTHYIECKHIT oTUeT Ne JlaTa aHaJn3a

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

Jarta npousBoacTBa T'ogen no

Mfg. License No. / MA number: /

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

JuueH3ust Ne

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

Test / IlokasaTennb Result / PeaynbTaThl

"

Specification / Hopma

White coloured, round, biconvex film

Description / Onucanne
coated tablet with a breakline on one side.

White or off white coloured, round, biconvex
film coated tablet with a breakline on one side.

White core on cross section. / Kpyrneie

UIeHOYHOM 060J104K0ii Gesoro 1Bera,
pUCKOM Ha OJHOM  CTOpOHE.
MoNepedHOM pazpeze — sAmpo Oenoro
LBeTa.

MBOSKOBBIMYKIIEIE TabNeTKH, MOKphIThIEKpyribie

HanourH Oemoro mpera, ¢ pHCKOH Ha OXHOW

White to off-white core on cross section.
IBOSIKOBBIITYKJIBIE TabJIeTKH,
MOKPEIThIE MIeHOYHOH 060104KOii 6e10ro Hiu

cropoHe. Ha momepedHoM paspese sAApo OT|
0enoro o MoyTH OEJIoro 1IBETA.

The retention time of the main peak in the
chromatogram of test solution comply

Identification /
NaoeaTndukanus

HPLC / BOXXX

with the retention time of the main peakiwith the retention time of the main peak in the
in the chromatogram of Cetirizinechromatogram of Cetirizine Hydrochloride

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

Hydrochloride reference

solution. /

standardreference standard solution {(section "Assay").

BpeMs ynepKuBaHHS OCHOBHOIO MHKA HalXpoOMaTorpamme

peMs YOEpKUBaHHA OCHOBHOIO IIHKa HaI
HCIIBITYEMOrO  PacTBOP.

XpOMaTOrpaMme HCIBITYEMOr0 PacTBOPaIOIKHO COOTBETCTBOBATH BpeMeHH
COOTBETCTBYET BPEMEHH YAEpHKHBaHHAYACPKUBRHHA OCHOBHOTO nMKa  H
OCHOBHOTO MHMKAa Ha XPOMATOrPAMMEXPOMATOrpaMMe  CTaHAApTHOTO  PacTBOP:
CTaHIapTHOrO PAacTBOpPa UCTHPH3HHALETHPU3HHA TUAPOXJIOpUAA (paznen
HIpOXJIOpMAA. «KonmuecTBEHHOE ONpeneNeHHe).

Remarks: The Product confirms to ND/
IIpumeuaunue: IIpomykt cooTBeTcTBYET TpeboBanuam HI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

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

Team Member Member Lg%,’

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

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

Member ML 4ﬂ
\

Print Date /Jara: 26-02-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIA3ZA

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: LlerpuH® TabneTkH, NOKPHITHIE IIEHOYHOl 060m0uKkoi, 10 Mr

JMueH3ua No

Market / PbiHOK : Russia / Poccus

Batch No. / . B2500476 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pazmep cepuu

Analytical Repourt No./ . 2002FP25000382 Date of Analysis / 25-02-2025
AnannTuyeckuii oTyeT No JaTa ananusa

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

JaTa npon3BoacTRa Tomen no

Mfg. License No. / MA number: /

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

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

Test / IlokazaTens Result / PesyabTaThl

Specification / Hopma

UV- spectrophotometry /
V®- cniekTpodoTOMETpUs

Complies / CooTBeTcTByeT

The UV-spectrum of the test solution and the
Cetirizine Hydrochloride reference standard
isolution 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 ®-criekTps! HOTIOMEH s HCIIBITYEMOro)
pacTBOpa M CTAaHAApTHOTO  pacTBOpA
LIETHPU3HHA mapoxyiopuna B obnactu ot 200
}no 400 HM [OOJKHBI HMMETE MaKCHMYMBI
MOrJIOIIEHHA TPH OHHONM ¥ TOH ke IIHHE
ROJTHRI ¢ TOTTYCTAMRIM OTKIIOHEHMEM +2 HM.

3 Water content/ 0 o [Not more than 8.0% /
Comepanue BOIbI 2.7% wiw [2,7% He Gonee 8,0 %

4 Uniformity of dosage units / Acceptance value (AV) should be not more;
OxHOPOIHOCTE JO3UPOBAHHBIX 52/52 than 15.0 / IToxa3arens npuemieMocT (AV)
eIMHHL nomken 6uITh He Gonee 15,0.

5 Dissolution / PacTBopenne Not less than 80% (Q) of the labeled amount

99%, 102%, 105%, 101%, 103%, 100%

of C21H2sCIN>O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He Mmenee
80 % (Q) OT HOMHUHAJIBHOTO COAEPAKAHUSA
C21H25CIN203:2HCI (uetuprsusa
imuruapoxaopua) yepes 30 MuH.

Remarks: The Product confirms to ND/
Ipumeuanue: Ipoaykt cootBeTcTBYeT TpeGoBanusam HI

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Tloarorosnexo: Checked by / IlposepeHno:
M. Brahmaji- Quality control-
Team Member

£

Member

D. Latha - Quality control- Team

V.

Approved by: Manager/Executive /
OnobpeHo: MeHemxep / Pykopoautens

Member

Prashanth - Quality Assurance- Team

)

Print Date /J{ata: 26-02-2025 Print Date /JTata: 26-02-2025

Print Date //lata: 26-02-2025

\




Dr.'Re&dy’s Q':‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Lerpun® Tabnerky, NOKpHITHE NJICHOYHOH obonoukoi, 10 Mr

Market / PoiHok : Russia / Poccus

s {CRING : B2500476 s <l Quantiiy/ 955 KG / 955 KT

Cepus Ne Pazmep cepum

Analytical Repovrt No./ . 2002FP25000382 Date of Analysis / 25.02-2025

AHanuTHYECKHii oTueT Ne JlaTa aHaau3a

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

JlaTta npon3BoacTBa T'omen no

Mfg. License No. / MA number: /

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

JuneH3us No

Analysis performed according ND / Auanus npogegen no HJI; JITI-Ne(005456)-(PI'-RU)-150524

Ne Test / IlokasaTens Result / Pe3yabTaThl Specification / Hopma
6 Impurities / IIpumecn
INot detected / He o6Hapy:xeHa
Impurity A /
TIpumechk A Less than LOQ (LOQ = 0.010%) / Huxe [Not more than 0.2 % / He 6onee 0,2 %
Impurity B / Mpe/ieNa KOJTHIECTBEHHOTO ONpeieeHHs
TIpumecr B (ITKO = 0,010%) Not more than 0.2 % / ue 6onee 0,2 %
Impurity C /
Ipumecs C 0.03%/0,03% - Not more than 0.2 % / He 6onee 0,2 %
Impurity D /
IIpumecs D INot detected / He obnapyxena INot more than 0.2 % / ne 6onee 0,2 %
Tmpurity E /
[Mpumecs E 0.04% / 0,04% INot more than 0.2 % / ue 6onee 0,2 %
Impurity F /
Ipumeck F Less than LOQ (LOQ = 0.041%) / Hinke [Not more than 0.2 % / He 6onee 0,2 %
npezesa KOJIMYECTBEHHOrO OTpeieeHus
Any individual unidentified (ITKO = 0,041%)
impurity / JIroGas efuHUYHAas Not more than 0.2 % /
HenneHTuuuuposanHas npumecs [0.08% / 0,08% He Gonee 0,2 %
Total impurities / 0.2% /0,2% INot more than 2.0% /
CyMMa npumeceit He 6onee 2,0%
7 Assay / KonnuecrBenHoe Not less than 9.0 mg and not more than
omnpeaejiecHHe 11.0 mg Cz1HasCIN,O;5-2HCI (cetirizine
10.08 mg / 10,08 Mr dihydruch[ooride) in tableft (between 90,0 %
100.8% / 100.8% nd 110,0 % of label claim)./ Ot 9,0 mMr 1o
’ 11,0 mMr Cz1H25CIN203-2HCI (uerupusuna
imuruapoxiaopun) B tabnerxe (ot 90,0 % o
110,0 % OT HOMHHAJIEHOTO COSPHKAHHA).

Remarks: The Product confirms to ND/
IIpumeuanue: IlpoaykTt cooTBeTcTBYET Tpebosanuam HJT

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

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

Team Member Member !7@?_

Approved by: Manager/Executive /
OpobpeHo: Menemxep / PykoBonutens
V. Prashanth - Quality Assurance- Team

Member M

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

Print Date /IlaTa: 26-02-2025




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A
Product: Cetrine film coated tablets, 10 mg
Ipoayxr: LleTpuH® TabneTky, MOKPHITHE MIeHOYHOH o6osioukoi, 10 Mr
Market / PeiHok : Russia / Poccus
Batch No./ . B2500476 Batch Quantity / 955 KG /955 KT
Cepusa Ne Pazmep cepun
Analytical Repovrt No./ . 2002FP25000382 Date of Analysis / 25-02-2025
Anaantuyeckuii oruyer Ne JaTa aHaau3a
Date of Manufacture / . 08-02-2025 Date of Expiry / 31-01-2028
Jata npoussoacTea T'onen no
Mfg. License No. / MA number: /
IIpou3BoacTBeHHAS : 63/RR/AP/96/F/R ‘ JITT-Ne(005456)-(PI"-RU)
Homep PY

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

(Ne est / IloxasaTenn

Result / Pe3yabTaThl

Specification / Hopma

8 Subdivision of tablets /
Jlenenune rabnerox

Complies / CoorBeTcTByeET

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 cOOTBETCTRYIOT TpeGOBaHUAM, €CITU
He Gosiee 1 enpHMYHAs Macca OTKIIOHAETCS 3a
npenenst 85%-115% ot cpenHeit Maccel.
TabneTKH 11e COOTBETCTBYIOT TpeboBaluam,
ecnu Gosiee uem 1 MHIUBUOYaIBHAA Macca
TKIOHAETCS OT 3TUX NPEACIIOB WU, ecnu 1
Ifm}maumfa.nmaﬂ Macca OTKIIOHAETCS 3a
npepensl 75%-125% ot cpeaHel Macchl.

9 Microbiological purity* /
Mukpobnonornyeckas
YHCTOTA*

a) Total aerobic microbial count /
O6mee 4ucn0 a3poOHBIX
MUKPOOPraHHU3MOB

b) Total combined yeasts and
mould count / OBee yucno

IPONOKEBEIX M TUIECHEBBIX TPUOOB

c) E. coli

Not Applicable

Not Applicable

Not Applicable

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g/ OtcyrctBue B 1 r

Remarks: The Product confirms to ND/

Conclusion: APPROVED /

IIpumeuanue: ITpoaykT cooTBeTcTBYET Tpebopanusam HJT

3axaouenne: OJJOBPEHO

Prepared by / IToarorosnexo:
M. Brahmaji- Quality control-
Team Member

~=T

Checked by / IIposepeno:
D. Latha - Quality control- Team

Member L g 2

Approved by: Manager/Executive /
Onmobpeno: Menemxep / Pykoroaurens
V. Prashanth - Quality Assurance- Team

Member
i)

Print Date /Jata: 26-02-2025

Print Date /[larta: 26-02-2025

Print Date /[lata: 26-02-2025 °




Dr.Reddy’s Q’:’

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Hpoaykr: LlerpuH® TabseTKy, MOKpPHITHIE MIIEHOYHO# obonoukoi, 10 mr

JuneH3usa Ne

Market / PoiHok : Russia / Poccus

Batch No. / . B2500476 Batch Quantity / 955 KG / 955 KT

Cepnsa Ne Pasmep cepuu

Analytical Repovrt No./ - 2002FP25000382 Date of Analysis / 25.02-2025

AHajutHdecknii oTyeT Ne JlaTa aHanu3a

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

JlaTa mpon3BoACTBa T'oxen po

Mfg. License No. / MA number: /

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

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

No Test / IloxaszaTenn Result / Pe3yabnTaTsl

Specification / Hopma

10 Package / YnakoBka

KapTOHHYIO.

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 Tabaerox B
[MBX/TTIBX//amomMuHHeBoM OmucTepe.
Mo 2 6Gnucrepa BMECTE C AUCTKOM-
BKJTAZIBILIEM YTIAKOBAHbI B ITA4Ky

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

a carton. /

[To 10 Tabnerok B
[IBX/TTABX//amomunnerom 6mucrepe. ITo 2
WK 3 GIIHCTEpa BMECTE C JINCTKOM-
BK/IA/ILIIEM YNAKOBAHEI B MaYKy 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 / IIpoBoauTCa NpOH3BOAHTEIEM NPH BLIIYCKE MEPHOMITIECKIT: UL Kaxnoii 20-oif ceprn 1M He MeHee 1
paza B rofi. IToka3sarens MoskeT OHITE He BKIOueH B CepTHUKAT aHamH3a GHPMEIL.

Remarks: The Product confirms to ND/
Ipumeuanne: IIponykt cooTBeTcTBYET TpebopaHusM HJJ

Conclusion: APPROVED /
3axauenne: OJOBPEHO

Prepared by / IloaroroeneHo: Checked by / ITpoeepeHo:
M. Brahmaji- Quality control-
Team Member

<=

Member

D. Latha - Quality control- Team

1

Approved by: Manager/Executive /
Opmobpeno: Menemxep / PykoBogureb
V. Prashanth - Quality Assurance- Team
Member N

Print Date /MaTta: 26-02-2025

Print Date //laTta: 26-02-2025

Print Date /[Jata: 26-02-2025




i 0 Qe
Dr.Reddy’s ‘,’.‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Lletpun® Tabnerky, MOKpeITHE MIeHOUHOH 0607104KO0H, 10 Mr

Market / PoiHOK : Russia / Poccus

patch No./ : B2500476 Batch Quantity / . 955KG /955 KI

Cepusa Ne Paszmep cepun

Analytical Repourt No./ - 2002FP25000382 Date of Analysis / 25.02-2025

AHanHuTHYecKHii oTyeT No JaTa anaiau3a

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

JlaTa npon3BoacTBA T'ogen oo

Mfg. License No. / MA number: /

TIpon3BoACTBeHHAs : 63/RR/AP/96/F/R S :  JI[I-Ne(005456)-(PT"-RU)
Homep PY

JuueH3us Ne

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

API name / HaumenoBanne A®C: Cetirizine dihydrochloride / IleTHpu3nHa IMrHAPOXIOPH

INN / MHH: Cetirizine / LletupusuH

API manufacturer batch number / BT00X24006

Homep cepnn nponspoautena ADC:

FP Manufacturer API Batch number / FBRAO00615

Homep cepuu cy6cTanunu npounsogurtens I'JID:

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

IIponssoanrenn APC, cTpana: I'noxem Hunactpuec I1T. JITa., Meaus

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

HanMeHoBaHHe, aApec, THLEH3US AJIs Malkajgiri Distrist — 500090, Telangana State, India (license No

IIponsBoacTBeHHan muomaaka / [lnomaaka KoHTpoJIst 63/RR/AP/96/F/R). / TIpouzroacTBeHHOE nojapazaeneHue-11,

xadecTBa / Ilnomagka Boimycka Vwuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynannu

Bunnamk, Bauynamin Maunaan, Menguan MasnakaHKrupu
Hucrpuxr — 500090, wrat Tenanrada, Mupus (JInuenszus No
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».

3axuouenne o coorBeTcTBUM: «HacTosumm s noaTeepxaaro, 4TO NPUBENEHHAs BhIe HHGOpMALKS SABJIAETCA JOCTOBEPHOH M
TOYHOM. DTa cepus MPOAYKIMH MpOM3BelAcHa (BK/IIOYAS YMAKOBKY (MapKHUpOBKY) M KOHTDOJb KauecTBa) Ha BBIIEYKa3aHHOM
TIPOM3BOACTBEHHOH IUTOLIanKe (IUIOIanKax) B MOJHOM COOTBETCTBHM ¢ TpebopanusMU IIpaBui HaanexameH MpoH3BOACTBEHHOMH
npakTHkH EBpasuiickoro 3skoHoMudeckoro cotoza (GMP/EAEU/RU/00573-2022) u TpeGoBaHMAMM KOHTpPOJA KadeCcTBa
JIEKapCTBEHHBIX CPENCTB, @ TakKe B COOTBETCTBUM CO CHeUMUKALMAMY, CONEPMKAIUMHICI B PEFHCTPALIMOHHOM A0CHE ClPaHbi-
uMnopTepa. 3anucy 1o MPOU3BOACTRY, YNAKOBKE M aHAIN3Y NPOBEPEHBL, M YCTAHOBIEHO MX COOTBETCTBUE TpeboBanusam Ipasun
HajIexalied Npon3BOACTBEHHON NpakTHKU EBpasuiickoro 3kOHOMUYECKOTO COKO3a».

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

Hpumeuanue: IIponykr coorBeTcTByeT TpeboBanuam HJ{ 3axmouenne: OTOBPEHO

Prepared by / IloarorosneHo: Checked by / IlporepeHo: Approved by: Manager/Executive /

M. Brahmaji- Quality control- D. Latha - Quality control- Team Onobpeno: Menemxep / PykoBonurens

Team Member Member V. Prashanth - Quality Assurance- Team
==. % Member W

Print Date /JTata: 26-02-2025 Print Date /Iara: 26-02-2025 Print Date /Iata: 26-02-202%




