Dr.Reddy’s ":‘

C

ERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHATU3A

Product: Cetrine film coated tablets, 10 mg

Hpoaykr: IerpuH® TabneTku, NOKPEITHE INIEHOYHOH 060m04K0l, 10 MT

Market / Poinok : Russia / Poccus

Batch No. / . B2500486 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pa3zmep cepun

Analytical Repourt No. / . 2002FP25000481 Date of Analysis / 98-02-2025

AHanuTnyeckHit oryer Ne JlaTa aHaJaH3a

Date of Manufacture / . 14-02-2025 Date of Expiry / 31-01-2028

JaTa npousBoacTBa T'oaen go

Mfg. License No. / MA ber: /

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

auueH3ns Ne

Analysis performed according ND / Anannus nposegen o HJI: JIII-Ne(005456)-(PI'-RU)-150524

Ne Test / Iloxazatennb Resul

t / PesynbTaTnl Specification / Hopma

1 Description / Onucanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.film coated tablet with a breakline on one side,
White core on cross section. / Kpyriisie
TBOSIKOBBIIYKJIbIE TabJIeTKH, TMOKPHITHIE
MIeHO4YHO# obonoukoil Genoro I1pera, CIOKPLITHIE MIEHOYHOH 060104KO# 6enoro umu
pHuCKoit
nonepeyHoM paspese — saapo Oenoroctopore. Ha momepeuHoM paspeze  saapo o1
LBeTa.

White or off white coloured, round, biconvex

White to off-white core on cross section.
Kpyrasie JBOSIKOBBIITYKJIEIE TabneTKy,
OHOM Hamout 6emoro 1Bera, ¢ PUCKOM Ha OHHOM

Ha CTOpOHE.

- Desioro mo moyrtH Georo IBeTa.

Identification /
Nnentudmkanns

HPLC / BOXX

The retention time of the main peak in theThe retention time of the main peak in the
chromatogram of test solution complyichromatogram of test salution shonld comply,
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

Hydrochloride reference standardreference standard solution (section "Assay").
solution. / BpeMs ymepKUBaHHS OCHOBHOTO IHKa H
Bpemst yaep)KuBaHHS OCHOBHOTO IIMKa HAXPOMaTOrpaMMe  MCIIBITYEMOIO  pacTBOp
XpOMATOTpaMMe HCIIBITYEMOTO pacraopzkmnxmo COOTBETCTBOBATH BpEMEHH
COOTBETCTBYET BPEMEHH YAEP/KHBAHUSAYAEPHKHBAHHSA OCHOBHOT'O nvKa H
OCHOBHOrO [HKA Ha XpOMAaTOrpaMMEXpoMaTorpaMMeé  CTaHOApPTHOTO  PacTBOp
CTAHIAPTHOTO pAcTBOpa  LETHPH3MHALETHPHU3INHA rUIpoXIopHIa (pazzen
THAPOXJIOPHA. «KonuuecTBeHHOE ONpeneNneHue»).

Remarks: The Product confirms to ND/

Hpumeuanue: IIpoaykT cootBeTcTBYeT Tpeboranusm HJT

Conclusion: APPROVED /
3akmodyenune: OJIOBPEHO

Prepared by / Iloarotoeneno: Checked b

D.Latha- Quality control- Team

Member g

KVYV Satyanarayana - Quality control-
Team Member

Approved by: Manager/Executive /
OnmobpeHo: MeHemxkep / PykoBonurens
V. Prashanth - Quality Assurance- Team
Member

y / IIpoBepeno:

Print Date /ara: 28-02-2025 Print Date

/IMarta: 28-02-2025 Print Date /ara: 28-02-2025




Dr.Reddy’s ‘%.‘.

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

IpoaykT: LleTprH® TabaeTKH, NOKPHITHE MIEHOYHOM 060youkoii, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2500486 Batch Quantity / 955 KG /955 KT

Cepust Ne Pa3zmep cepun

Analytical Repovrt No./ . 2002FP25000481 Date of Analysis / 28-02-2025

AnanuTHyeckuii oryer No JlaTa anann3za

Date of Manufacture / . 14-02-2025 Date of Expiry / 31-01-2028

Jara npousBoacTBa T'ogen no

Mfg. License No. / MA number: /

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

JHIeH3ua Ne

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

INo Test / Iloka3zaTean

Result / PesyjabTaThl

Specification / Hopma

UV- spectrophotometry /
V®- cniekrpodoToMeTpus

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. / VY ®-CrieKTph! MOTNOIEHHs HCIBITYEMOTO
pacTBOpa M CTaHIApTHOrO  pactTEOpd
LUeTHPH3MHA rHOpoXIyopuna B obnactu ot 200
mo 400 HM JODKHBI HMETHP MaKCHMYMBI
MOTJIOLIEHHS NpH OHHOM W TO# ke MHHe
BOJIHEI C IOIyCTUMEIM OTKJIOHEHHEM + 2 HM.

3 Water content/
Coaepixanne BoAbI

3.1% wiw/3,1%

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

4 Uniformity of dosage units /

CAMHHL

O}.lHOpO}IHOCTb AO3HPOBAHHLIX

35735

Acceptance value (AV) should be not more
than 15.0 / ITokazatens npuemaeMoctd (AV)
\noskeH OwIThH He Bonee 15,0.

5 Dissolution / PactBopenue

101%,105%,97%, 99%,97%, 102%

INot less than 80% (Q) of the labeled amount
of C1H,5CIN,O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) 0T HOMMHAJIBHOTO COAEPIKAaHHA
C21Ho5CIN2O3-2HCI (uetupuzuna
nuruapoxnopua) yepes 30 MuH.

Remarks: The Product confirms to ND/
IIpnmeuanne: IlponykT coorBeTcTBYET TpeGoBanmaM HJJ

Conclusion: APPROVED /
3akawuenue: OJJOBPEHO

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

Member g

Checked by / IlpoBepeHo:
KVV.Satyanarayana - Quality control-

Team Member C/{)/_/,J

Approved by: Manager/Executive /
Onobpeno: MeHemxkep / PykoBonutens
V. Prashanth - Quality Assurance- Team

Member anp

Print Date //Tata: 28-02-2025

Print Date /[Tata: 28-02-2025

Print Date /[Tata: 28-02-2025




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

poayxT: LHetpun® TabeTky, MOKPEITHIE INIEHOYHO#H 060oukoi, 10 Mr

Market / Puinok : Russia / Poccust

Batch No. / . B2500486 Batch Quantity / 955 KG / 955 KT

Cepusa Ne Paszmep cepun

Analytical Repourt No./ . 2002FP25000481 Date of Analysis / 28-02-2025

AHaNINTHYECKHH oTyeT No Jara ananuza

Date of Manufacture / s 14-02-2025 Date of Expiry / 31-01-2028

JlaTa npou3BoACTBA Tonen no

Mfg. License No. / MA number: /

IIpousBogcTBEHHAS ¢ 63/RR/AP/96/F/R ' JITT-Ne(005456)-(PT-RU)
Homep PY

JHIeH3Us Ne

Analysis performed according ND / Anamus nposeaen mo HJI: JITI-Ne(005456)-(PI"-RU)-150524

Ne Test / IlokazaTeasn Result / Pe3yJanTaThl Specification / Hopma
6 Impurities / IIpumecn
Less than Limit of Detection (LOD =
Impurity A / 0.005%) / Hipke npenena oOHapyxeHus
[Mpumecs A (I10 = 0,005%) Not more than 0.2 % / ve 6osee 0,2 %
Impurity B /
[Tpumecs B Less than LOQ (LOQ = 0.010%) / Hinxe [Not more than 0.2 % / He 6onee 0,2 %
Impurity C/ npenena KOMHYECTBEHHOTO ONpeaeneHns
[Tpumecs C (ITKO = 0,010%) - INot more than 0.2 % / He 6onee 0,2 %
Impurity D /
[Mpumecs D 0.02% / 0,02% INot more than 0.2 % / He Gonee 0,2 %
Impurity E /
[Tpumece E Not detected / He o6HapyxeHa Not more than 0.2 % / ve 6onee 0,2 %
Impurity F /
ITpumecs F Less than LOQ (LOQ = 0.023%) / Huke [Not more than 0.2 % / ue 6onee 0,2 %
npezena KoJIMYeCTBEHHOT O OTIPeAENIeHus
Any individual unidentified (TIKO = 0,023%)
impurity / JIrobas eqyHMYHASA Not more than 0.2 % /
HenieHTHHUMpoBanHas npumeck |Less than Limit of Detection (LOD = |we 6onee 0,2 %
0.015%) / Hiwke nipenena o6HapyxeHus
(ITO = 0,015%
Total impurities / Less than LOQ (LOQ = 0.05%) / Huxxe |[Not more than 2.0% /
CymMa npumeceii npezena KoJM4ecTBeHHOro onpeaenerusHe Gonee 2,0%
ITKO = 0,05%)
INot detected / He o6HapyxeHa
7 Assay / Konndecreennoe Not less than 9.0 mg and not more than
olnpe/eneHne 11.0 mg C2HasCIN2Os3-2HCI (cetirizine
10.06 mg/ 10,06 mMr dihydrochloride) in tablet (between 90,0 %
100.6% / 100,6% and 110,0 % of label claim)./ Ot 9,0 Mr oo
11,0 mMr C21H5CIN,O5-2HCI (uerupusuna
imuruapoxsopun) B Tabnerke (ot 90,0 % 1o

Remarks: The Product confirms to ND/
Hpumeuanue: ITponykr coorBeTcTByeT TpebopanusM HJJ

Conclusion: APPROVED /
3axkmouyenne: OJJOBPEHO

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

Member \_gab

Checked by / IIpoeepeHo:

KVYV.Satyanarayana - Quality control-
Team Member Ci_——’/

Approved by: Manager/Executive /
OpnobpeHo: Menemxkep / PykoBomutens
V. Prashanth - Quality Assurance- Team

Member UMP

Print Date /JTara: 28-02-2025

Print Date /Iara: 28-02-2025

Print Date /[lata: 28-02-2025
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Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

[Product: Cetrine film coated tablets, 10 mg
IMpoayxr: IletpuH® TabNeTKH, NOKPHITHE INIEHOYHOH 060J104K0i, 10 Mr

Market / Poivok : Russia / Poccus

Batch No. / . B2500486 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pa3mep cepun

Analytical Repourt No./ . 2002FP25000481 Date of Analysis / 28-02-2025

AuanuTndeckuii oTyer Ne JlaTa aHann3a

Date of Manufacture / . 14-02-2025 Date of Expiry / 31-01-2028

JlaTa npousBoacTBa Topen no

Mfg. License No. / : MA ber: /

Tpou3BoacTEeHHAS : 63/RR/AP/96/F/R ISR JII-Ne(005456)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND / Anasiuz nposeaex o HJI: JII-Ne(005456)-(PI'-RU)-150524

\Ne Test / IloxazaTenb

Result / PesyabTaTsl

Specification / Hopma

110,0 % OT HOMMHAJILHOTO COAEPIKAHUS).

8 Subdivision of tablets /
Jlenenue Tabaerox

Complies / CooTBeTcTBYeET

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. /
TabneTk COOTBETCTBYIOT TPeOOBaHHAM, €CITH
He Gonee 1 equHMYHAA Macca OTKJIOHSETCS 3a
npenenst 85%-115% ot cpennei Maccel.
TabneTky He COOTBETCTBYIOT TpeOOBaHMAM,
ecnu Gosiee uem | MHIUBHIYyaNbHas Macca
OTKJIOHAETCA OT STHX MpeNesIOB WIH, eCliu 1
HHIMBUIyanbHas Macca OTKIOHSAETCS 3a
npepensl 75%-125% ot cpeaHel Maceel.

9 Microbiological purity* /
MukpoGHonornyeckas
yucToTa*

Obimee uncno a3poGHBIX
MHKDOOPraHH3MOB

b) Total combined yeasts and
mould count / O6imee yuco

c) E. coli

a) Total aerobic microbial count /

APONOKEBHIX U TNICCHEBBIX I‘pI/I6OB

Not Applicable

Not Applicable

Not Applicable

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

Not more than 100 CFU/g /
He Gonee 100 KOE/r

Shall be absent in 1g/ OrcyrcTBUe B 1 T

Remarks: The Product confirms to ND/
IIpumeuanue: IIponykT cooTBeTcTBYET Tpeboranusam HJ|

Conclusion: APPROVED /
3axawuenune: OJOBPEHO

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

Member g

Checked by / IlpoeepeHo:
KVYV.Satyanarayana - Quality control-
Team Member

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

Member
Y

Print Date /Tata: 28-02-2025

Print Date //laTa: 28-02-2025

Print Date /[ara: 28-02-2025
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Hpoayxr: LetpuH® TabneTku, NOKPHITHIE [IIEHOYHOH 0bonoykoit, 10 Mr

Market / Peinok : Russia / Poccus

pateh.No.Y : B2500486 Batch Quantity/ . 9551/ 955 kT

Cepus Ne Pazmep cepuu

Analytical Repovrt No./ . 2002FP25000481 Date of Analysis / . 28-02-2025

AHanMTHYeCKHH oT4deT Ne JlaTa anaau3a

Date of Manufacture / . 14-02-2025 Date of Expiry / . 31-01-2028

Jlata npon3BoACTBa T'open mo

Mfg. License No. / MA number: /

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

JumeH3ns Ne

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

\No Test / IlokazaTesib Result / PesyabTaThi 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 Tabnetok B carton. /
[IBX/TIABX//amomunueBom Omucrepe. |[To 10 Tabnerok B
[To 3 6iucTepa BMECTE C IMCTKOM- [IBX/TIABX//antomunnenom 6aucrepe. IMo 2
BK/IQ/bILIEM YIAKOBAHBI B TAYKY WK 3 6nMcTepa BMECTE C JIMCTKOM-
KapTOHHYIO. BKJIAABILIEM YTIAKOBAHbI B TIAYKY 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 / IIpoBoAlTCS MPOU3BOAUTENEM IIPH BHINTYCKE EPHOAMYECKH: JUIA Kaykaoi 20-0ii cepuu unu He MeHee 1
pasa B rof. IlokasaTesns MoxkeT GbITh He BiunodeH B CepTudukar aHanusa GUpMEL

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IlIpumeuanne: IIpoaykT cooTBeTcTBYET Tpeboranusm H]J 3axmouenue: OJJOBPEHO
Prepared by / IToaroroeneHo: Checked by / ITpoeepeno: Approved by: Manager/Executive /

D.Latha- Quality control- Team | KVV.Satyanarayana - Quality control- | Omo6peno: MeHemxkep / PykoBoauTtens
Member g Team Member d’/ V. Prashanth - Quality Assurance- Team

Member
U

Print Date /JJata: 28-02-2025 Print Date /[lata: 28-02-2025 Print Date /JTata: 28-02-2025
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Mpoaykr: LlerprH® TableTkH, NOKPHITHE MIIEHOYHOH 060n0ukoi, 10 mMr

Market / Poinox : Russia / Poccust

Batch No. / . B2500486 Batch Quantity / 955 KG / 955 KT

Cepusi Ne Pa3zmep cepuu

Analytical Repourt No. / . 2002FP25000481 Date of Analysis / 28-02-2025

AHAJIHTHYECKHI oTueT Ne JlaTa aHanu3a

Date of Manufacture / . 14-02-2025 Date of Expiry / 31-01-2028

JaTa nmpousBoacTBa T'ogen go

Mfg. License No. / MA numbers /

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

JuueH3us Ne

Analysis performed according ND / Anaaus npoeeges no HJI: JIII-Ne(005456)-(PT-RU)-150524

API name / Hanmenosanue ADC:

Cetirizine dihydrochloride / IleTupusnHa QMruIpoXJIopun

INN / MHH:

Cetirizine / IleTupusun

Homep cepun cyGcTanuun npoussoautens I'JIM:

API manufacturer batch number / BT00-24075
Homep cepun npousBoautens ADC:
FP Manufacturer API Batch number / FBRA00612

API Manufactured by & country /
Ipoussoaurtens APC, crpana:

Glochem Industries Pvt. Ltd., India /
T'noxem Unnacrpuec IsT. Jita., Manus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumMeHoBaume, aapec, JHUEH3HS AJI8
MpouwzrnfeTheHaaa mnomanka ( Tinomagka knurpans
kauecTBa / Ilnomaaka BelnmyckKa

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
A3/RR/AP/OG/F/R). [ TipomrroncTREHHNE Tionpaznensnwie-I1,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynanmu
Buwamk, bauynannun Mannan, Megdan ManakaIxrups
JIuctpukt — 500090, mrrar Tenanrana, Maaus (JIunensus 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».

3axmouenne 0 cooTBeTcTBuH: «HacToAmMM s MOATBEPXk A0, UTO MpUBEJEHHas Bhlle MHGOPMALHUA ABJISETCA TOCTOBEPHOH H
TOYHOM. DTa cepus MPOAYKLUMH NpOHM3BE/eHA (BKJIFOYAs yNakoBKy (MapKHPOBKY) M KOHTPONE KadyecTBa) Ha BBILIECYKa3aHHOH
THPOHM3BOJICTBEHHOM IIIomaKe (MIOMANKax) B MOJHOM COOTBETCTBHHM ¢ TpeGoBaHUAMY IIpaBun Haanexalel NpoU3BOJCTECHHOH
npakTuku Eppasuiickoro skonoMHueckoro coioza (GMP/EAEU/RU/00573-2022) w TpeGoBaHMAMHM KOHTPOJs KadecTa
JIEKAPCTBEHHBIX CPEACTB, a TAKKe B COOTBETCTBUM CO cHEelUGUKALUAMH, CONEPKAIUMHUCA B PETHCTPALIMOHHOM [IOCHE CTPAHBI-
MMIIOpTepa. 3alucH 1o MPOU3BOICTBY, YIIAKOBKE M aHAIM3y NPOBEPEHEI, H YCTAHOBIEHO MX COOTBETCTBUE TpeGoBaHmsiM IIpaBui
HaIexameil NpoU3BOCTBEHHON NpakTHKU EBpasniickoro 3KOHOMUYECKOTO CORO3ay.

Remarks: The Product confirms to ND/
Mpumeuanne: [Ipoaykr cooTBeTcTBYCET TpeboBanmsam HJT

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / IToaroroseHo:
D.Latha- Quality control- Team
Member

Checked by / IIposepeHo:
KVV.Satyanarayana - Quality control-
Team Member

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

Member m&{’ {J

Print Date /[TaTa: 28-02-2025

Print Date /arta: 28-02-2025

Print Date /[Tara: 28-022025




