Dr. Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTHUO®HUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Herpua® TabneTky, IOKPEITHIE TUIEHOUHOH 06070uK0MH, 10 Mr

Market / Peinox : Russia / Poccus

Batch No. / . B2500926 Batch Quantity / 955 KG /955 KT

Cepus No Pasmep cepuu

Analytical Repourt No./ - 2002FP25000787 Date of Analysis / 31-03-2025

AHaJIuTHYecKuii oTyeT No JlaTa aHanu3a

Date of Manufacture / . 13-03-2025 Date of Expiry / 29.02-2028

JlaTa npousBoacTBa T'oxen no

Mfg. License No. / MA ber: /

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

Jaunenzus Ne

Analysis performed according ND / Ananus nposeaen nmo HJI: JIIT-Ne(005456)-(PT-RU)-150524

Ne  [Test / IlokasaTenn

IResult / Pe3yabTaThl

Specification / Hopma

1 Description / Onuncanmne

White coloured, .round, biconvex film
coated tablet with a breakline on one side.
White core on cross section. / Kpyrisie
NBOSIKOBBIMYKIIBIE TAONETKH, TTOKPBITHIE
UICHOYHOHM 0060JI0uKOi Gesoro liBera, C
puckoift Ha omHOi cropone. Ha
MOMEpEeYHOM paspese — sapo  6enoro,
BeTa.

White or off white coloured, round, biconvex
film coated tablet with a breakline on one side.
White to off-white core on cross section.
Kpyrisie J{BOSIKOBBHITTYKJIEIE TabJIeTKH,
MOKPHITHIE IJICHOYHO# 060J104KOI 6eoro Win
nouty Oejoro LBera, ¢ PUCKON Ha OOHOH
cropone. Ha nonepedHoM paspese sapo OT
Genoro no nmouyTH Oeyiore LBeETa.

Identification /
Haentudnrxauns

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

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

Hydrochloride reference standardreference standard solution (section "Assay").
solution. / Bpema ymepuBaHUS OCHOBHOIO [MHMKA H
BpeMst yaep KUBaHps OCHOBHOTO NTHKA HAXPOMATOTPAMME  HMCTBITYEMOrO  PacTBOP
XpoMaTorpaMmme HCIBITYeMOro pamopasonm-lo COOTBETCTBOBAThH BpEMEHH
COOTBETCTBYET BPEMEHH YAEPXKHBaHWAYACPKHUBAHHUA OCHOBHOTO nHKa Hi
OCHOBHOTO TMNHKa Ha XPOMATOrPaMMEXpOMAaTorpaMMme  CTaHIApTHOTO  pacTBOP
CTAaHOAPTHOrO PacTBOpa  UETHPHU3MHALICTHPU3HHA THAPOXIIOpUAA (pazze
CHOPOXJIOpHIA. «KonuuecTpeHHOE ONpeeneHue»).

Remarks: The Product confirms to ND/
ITpumeuanne: [Ipoaykt cooTreTcTBYET TpeboBanusm HJI

Co

3axawuyenune: OJJOBPEHO

nclusion: APPROVED /

Prepared by / Iloaroroeneno:
D. Latha - Quality control-

Team Member L%&,,

Checked by / IlporepeHo:

K.V.V . Satyanarayana- Quality
control- Team Member ﬁ

On

Approved by: Manager/Executive /

Ajay Kumar - Quality Assurance- Team
Member

06peno: Menemxep / Pykorogurens

2

Print Date /[Tara: 31-03-2025

Print Date /Mara: 31-03-2025

Print Date /ara: 31-03-2025




| Dr. Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Ipoayxr: LletpuH® TabneTKU, NOKPHITHE IJIEHOYHOM 0600uKoii, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2500926 Batch Quantity / 955 KG / 955 KI"

Cepus Ne Pa3zmep cepun

Analytical Repourt No. / - 2002FP25000787 Date of Analysis / 31-03-2025

AHaanTHYecKmil oT4eT Ne JlaTa aHanm3a

Date of Manufacture / . 13-03-2025 Date of Expiry / 29.02-2028

JlaTta npou3BoIcTBa I'ogen no

Mfg. License No. / MA number: /

TIpoH3BOACTBEHHAs : 63/RR/AP/96/F/R il JITI-Ne(005456)-(PT-RU)
Homep PY

JnneH3us Ne

Analysis performed according ND / Anann3 nposenen no HJI: JIII-Ne(005456)-(PT-RU)-150524

No Test / IloxasaTean

Result / Pe3yabTaThl

Specification / Hopma

UV- spectrophotometry /
V®- cniextpogoTomMeTpus

Complies / CooTBercTBYET

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 ®-crieKTpHl MOTJIONIEHHS UCTIEITYEMOTO)
pacTBOpa M CTaHOApTHOrO  pacTBOpA
LlIeTHPH3KHHA TUapoxJopuna B 0bactu ot 200
mo 400 HM [OOJDKHBI HMETh MAaKCHMYMBI
MOrnoueHss NpU OJHOM H TOHM € IJIMHE
BOJIHBI C IOMYCTUMBIM OTKJIOHEHHEM * 2 HM.

3 ‘Water content/

Not more than 8.0% /

Conepxanne BOAbI 2.7% wiw [ 2,7% IHe 6onee 8,0 %

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OIHOPOAHOCTH AO3HPOBAHHBLIX 39/39 than 15.0 / Tlokasarens npuemiaeMoctu (AV)
eAHHHI {nomken ObiTh He Gonee 15,0.

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

104%, 99%, 100%, 99%, 98%, 97%

of C21Ha2sCIN,O3-2HC1 (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) oT HOMHHAJIEHOTO COACPKaHMs
C21HasCIIN205+ 2HCI (uerupysung
muruapoxnopua) yepes 30 MuH.

Remarks: The Product confirms to ND/
Ipumeuanue: IIpoxykT cooTBeTcTBYET TpeGoBaHuam HJT

Conclusion: APPROVED /
3aknryenue: OJOBPEHO

Prepared by / IloarotosneHo:
D. Latha - Quality control-

Team Member %

Checked by / Ilpoeepeno:

K.V.V . Satyanarayana- Qg’/—

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykopoauress
Ajay Kumar - Quality Assurance- Team
Member N

A

Print Date /[Tata: 31-03-2025

control- Team Member
Print Date /dara: 31-03-2025

Print Date /JTaTa: 31-03-2025




o ..
Dr.Reddy’s ¢

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A
Product: Cetrine film coated tablets, 10 mg
Hpoaykr: Lerpun® TabjaeTKH, NOKPHITHIE NIEHOYHOH 0605104K0iA, 10 MT
Market / Poinokx : Russia / Poccust
Batch No. / . B2500926 Batch Quantity / 955 KG /955 K[
Cepus Ne Pasmep cepun
Analytical Repo“rt No. / . 2002FP25000787 Date of Analysis / 31-03-2025
Ananurndecknii oTueT Ne Jarta ananuza
Date of Manufacture / . 13-03-2025 Date of Expiry / 20-02-2028
JlaTa mpousBoacTBA T'oxen go
Mfg. License No. / MA number: /
TIpou3BoACTBEHHAN : 63/RR/AP/96/F/R : JIOI-N2(005456)-(PT-RU)
Homep PY
JHIeH3Hs Ne
Analysis performed according ND / Ananns nposeaen no HJI: JITI-Ne(005456)-(PT-RU)-150524
Ne 'Test / Ilokasaresn Result / PesynbTaThl Specification / Hopma
6 Impurities / Ilpumecu
Less than Limit of Detection (LOD =
Impurity A / 0.005%) / Hwxke npenena oOHapy»XKeHUSA
[pumecs A (ITO = 0,005%) Not more than 0.2 % / ve Gonee 0,2 %
Impurity B /
[Tpumecs B Less than LOQ (LOQ = 0.010%) / Huwxe [Not more than 0.2 % / He Gonee 0,2 %
Impurity C/ npenesia KOMHYECTBEHHOTO OTpeaeieHus
[Ipumece C (ITIKO =0,010%) Not more than 0.2 % / ne 6onee 0,2 %
[mpurity D /
[pumecs D Less than LOQ (LOQ = 0.017%) / Heke [Not more than 0.2 % / 1e 6onee 0,2 %
Impurity E / npeenia KOJIUYeCTBEHHOT'O OpeNeIeHIs
IIpumecs E (TIKO = 0,017%) Not more than 0.2 % / He 6onee 0,2 %
Impurity F /
IMpumecs F Less than LOQ (LOQ = 0.003%) / Huxe [Not more than 0.2 % / ue 6onee 0,2 %
npenena KOJIHIECTBEHHOTO ONpeIeIeHHs
Any individual unidentified (ITKO = 0,003%)
impurity / Jlio6as enuHHU4YHas Not more than 0.2 %/
HeuneHTudUMpoBanHas npumecs 0.02% / 0,02% He 6onee 0,2 %
Less than Limit of Detection (LOD =
0.015%) / Huxe npenena oOHapyXeHHA
Total impurities / (ITO = 0,015%) Not more than 2.0% /
CyMMa npumMecei iHe 6onee 2,0%
0.07%/0,07%
0.1%/0,1%
7 Assay / KonugecTBeHHOE 9.87 mg/ 9,87 mr Not less than 9.0 mg and not more than
onpegeeHne 98.7% / 98,7% 11.0 mg C;1HosCIN2O3-2HCI (cetirizine

Conclusion: APPROVED /
3akawyenne: OJJOBPEHO

Remarks: The Product confirms to ND/
Ilpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanmam HIJ

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

v

Checked by / IlpogepeHo:

K.V.V . Satyanarayana- Qualit
control- Team Member

Approved by: Manager/Executive /
OnobpeHo: MeHemxkep / Pykoromurens
Ajay Kumar - Quality Assurance- Team
Member o

Print Date /J]arta: 31-03-2025

Print Date /Jata: 31-03-2025

Print Date /Mara: 31-03-2025




-

Dr. Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIMU3IA

Product: Cetrine film coated tablets, 10 mg

Hpoayxr: Lletpun® TabneTky, NOKpHITHE MNIEHOYHOH 060104koi, 10 Mr

JMien3ua Ne

Market / PoiHox : Russia / Poccus

Batch No. / . B2500926 Batch Quantity / 955 KG /955 K[

Cepus Ne Pazmep cepun

Analytical Repovrt No./ . 2002FP25000787 Date of Analysis / 31-03-2025

AHanuTH4YecKHii order No JlaTa aHann3a

Date of Manufacture / . 13-03-2025 Date of Expiry / 29.02-2028

JlaTa mpoH3BoACTBA Tonen go

Mfg. License No. / MA number: /

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

Analysis performed according ND / Anaun3 nposeaex no HJI: JITI-Ne(005456)-(PI'-RU)-150524

(Ne est / IlokazaTeJsb Result / PesyanTaTnl

Specification / Hopma

dihydrochloride) in tablet (between 90,0 %
nd 110,0 % of label claim)./ Ot 9,0 Mr o
11,0 mr CzHzsCIN203°2HCI (nerupusuna
muruapoxnopun) B Tabnerke (ot 90,0 % no
110,0 % OoT HOMHHANBHOrO COAEPHKAHMA).

8 Subdivision of tablets /
Jlenenue Tabuaerox

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. /
'Tabnerky COOTBETCTBYIOT TpeOOBAHHSAM, ECITH
He OGonee 1 eqMHMYHAs Macca OTKJIOHAETCS 33
npenenbi §5%-115% ot cpenHeii Macchl.
Tabnerky He COOTBETCTBYIOT TPEOOBAHHSAM,
ecii Gostee yem | MHOMBHAYyaNbHAasA Macca
OTKJIOHAETCS OT 3THUX NPEIEINIOB MITH, €CJH 1
MHAMBKHAYaNkHAA Macca OTKJIOHAETCS 32
npenensbl 75%-125% oT cpenneii Macchl.

9 Microbiological purity* /
Muxpobnosioruueckas
YHCTOTA*

c) E. coli

a) Total aerobic microbial count / Not Applicable Not more than 1000 CFU/g /
Ob1mee yucno adpoOHBIX He 6onee 1000 KOE/r
MHKPOOPraHU3MOB
Not Applicable
b) Total combined yeasts and Not more than 100 CFU/g /
mould count / O61ee uncno He 6onee 100 KOE/r
IIPOMOKEBEIX U IUIECHEBBIX TPUOOB
Not Applicable Shall be absent in 1g/ OtcyrcTBUe B 1 1

Remarks: The Product confirms to ND/
IIpumeuyanme: IIpoaykT coorBercTByeT TpeboBaHusM HJ{

Conclusion: APPROVED /
3axawuyenune: OJOBPEHO

Prepared by / IToaroroeneHo: Checked by / IlpoeepeHo:
D. Latha - Quality control-

Team Member %/

K.V.V . Satyanarayana- Quality
control- Team Member

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykooaurens
Ajay Kumar - Quality Assurance- Team
Member n

<]

Print Date /Jlata: 31-03-2025 Print Date /[lata: 31-03-2025

Print Date /Jara: 31-03-2025




| Dr. Reddy’s “!‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

Npoayxr: HerpuH® TabieTKy, NOKPLITEIE TIEHOYHOI 06004KOH, 10 Mr

Market / Puinok : Russia / Poccus

Batch No. / . B2500926 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepun

Analytical Repo“rt No./ - 2002FP25000787 Date of Analysis / . 31-03-2025

AHaauTnueckuii oTyet Ne Jarta anaausa

Date of Manufacture / . 13-03-2025 Date of Expiry / 29-02-2028

Jara npousBoacTBa Togen o

Mfg. License No. / MA ber: /

TIpou3BoACTEeHHAS : 63/RR/AP/96/F/R number: JIII-Ne(005456)-(PT-RU)
Homep PY

JuueH3uA Ne

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

Ne  [Test / Mokazarenn

Result / PeayasTatnl

Specification / Hopma

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
leaflet in a carton. / ITo 10 Tabnerok B
[To 2 6ucTepa BMECTE C JIHCTKOM-

BENAABIIIEM YTIAKOBAHBI B MAa4YKy
KapTOHHYIO.

blister. 2 blisters and patient information

[IBX/TIJIBX//amomunueroM OnucTepe.

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

ITo 10 Tabnerok B
[MBX/T1ABX//antomunuerom 6aucrepe. 1o 2
unu 3 Gucrepa BMECTE C JIUCTKOM-
BKNafbIieM YIIaKOBaHBI B ITAYKy 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 / IIpoBoaHTCS IPOU3BOANTENEM IIPH BHIIYCKE MEPHOAMMECKHU: 1A Kaxnoii 20-0ii cepud WM He MeHee 1
pasa B rog. ITokazarens MoxkeT OHITE He BKIIOUeH B CepTHUKAT aHamH3a GHPMEIL.

Remarks: The Product confirms to ND/
Ilpumeuanmne: IIponykr cooTBeTcTBYET TpeboBaHMusM HIT

Conclusion: APPROVED /
3aknwuyenne: OJJOBPEHO

Prepared by / Iloarotornexo:
D. Latha - Quality control-

Team Member ; ;

Checked by / Ilposepeno:

K.V.V . Satyanarayana- Quality
control- Team Member L

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team

Member n
24

Print Date /Oara: 31-03-2025

Print Date /JTata: 31-03-2025

Print Date /ITata: 31-03-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHUO®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LHerpuH® TabjaeTKH, MOKPHITHIE NICHOUHO# 060s104Koi, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2500926 Batch Quantity / 955 KG /955 KT

Cepust N Pasmep cepun

Analytical Repovrt No./ - 2002FP25000787 Date of Analysis / 31-03-2025

AHaauTHYecKuii oTyer Ne JaTa aHanu3za

Date of Manufacture / . 13-03-2025 Date of Expiry / . 29.02-2028

JaTa npon3BoacTBa T'oxen go

Mfg. License No. / MA ber: /

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

JHIeH3us No

Analysis performed according ND / Anaau3 nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524

API name / HaumenoBanue AD®C: Cetirizine dihydrochloride / IleTHpu3iHa JMIHAPOXIOPHL,

INN / MHH: . Cetirizine / leTupuzns

API manufacturer batch number / BT00-24076

Homep cepun npouzsoaurens ADC:

FP Manufacturer API Batch number / FBRAO0O613

Homep cepuu cyGcTanuun npoussoaurens IJID:

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

Ipoussogurens A®C, crpana: I'moxem Mupactpuec [IBT. JITA., MHIUA

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

HaumeHoBaHHe, aapec, THIEH3HA AN Malkajgiri Distrist — 500090, Telangana State, India (license No

IIponseoacTBenHas mwiomagka / Ilnomagka KOHTPoJs 63/RR/AP/96/F/R). / IIpouszBoacTBeHHOE NoJpa3eicHue-11,

kadecrsa / Ilnomaaka Beimycka Vuacrku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynamiu

Bumnamk, bauynamnu Manaan, Menuan ManakaGKTHpH
Hucrpuxr — 500090, wrat Tenanrana, Muaus (JInuensua 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».

3arnodyenue o coorsercTBun: «Hactosmum s MOATBEpKAAIO, YTO NPHUBEACHHAS BhIle MHGOPMALHS ABIAETCSA JOCTOBEPHOH U
TOYHOH. JTa cepusi NPOAYKLUMH TpOH3BeAeHa (BKIIOYAs YNakoBKY (MapKUpOBKY) M KOHTPOJIb KayecTBa) Ha BblleyKasaHHOM
MPOU3BOJCTBEHHOH IUIomanke (UIOIAAKaX) B IOJIHOM COOTBETCTBHU ¢ TpeGoBauusamu IIpaBun Hajuexameii Npon3BOACTBEHHON
npakThky EBpasuiickoro skoHommueckoro coroza (GMP/EAEU/RU/00573-2022) u TpeGoBaHHAMH KOHTPOJIA KadyecTBa
JIEKapCTBEHHBIX CPEICTB, @ TAKXKE B COOTBETCTBHUH CO CHEUM(DUKALMIMH, COASPIKALIMMHCS B PETHCTPAIMOHHOM JIOChE CTPaHEI-
HUMIIOpTepa. 3anycH 1O MPOU3BOACTRY, YIAaKOBKE W aHAIIM3Y MPOBEPEHBI, H YCTAHOBIIEHO MX COOTBETCTBHE TpeOoBaHMAM IIpaBun
HaJyTexaleil POU3BOACTBEHHOH MpakTHKH EBpasuiiCkoro 3kOHOMUYIECKOTO COKO3aY.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumeuanue: Ilponykt cooteeTcTBYET TpeboBanusM HII 3akmouenne: OJJOGPEHO

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

D. Latha - Quality control- K.V.V . Satyanarayana- Quality Ono6pedo: MeHemxkep / PykoBomurens

Team Member control- Team Member Ajay Kumar - Quality Assurance- Team
d,/—, Member (/dﬁ

Print Date /[{ata: 31-03-2025 Print Date /ara: 31-03-2025 Print Date /IaTa: 31-03-2025




