Dr. Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Mpoayxr: Lerpun® Tabsierku, MOKPLITHIE MICHOUHOM 060104KOH, 10 MT

Market / Poinok : Russia / Poccus

Batch No./ : B2501330 Baich Quantity / 955 KG / 955 KT

Cepus No Pasmep cepun

Analytical Repovrt No./ - 2002FP25001028 Date of Analysis / 30-04-2025

AHanHTHYeCKHIT oTueT Ne Jara anannza

Date of Manufacture / . 09-04-2025 Date of Expiry / 31-03-2028

Jata npounssoacrea T'omen no

Mfg. License No. / MA ber: /

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

JHeH3ns Ne

Analysis performed according ND / Ananns nposejen mo HJI: JHI-Ne(005456)-(PI-RU)-150524

Ne Test / IlokazaTennb

Result / PesyastaTet

pecification / Hopma

1 Description / Ouucanne

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on cross section. / Kpyrmsie
BOAKOBBLITYKIBIE TaOJETKH, TNOKPHITHIE
IeHOYHOH obomoykoii Gesoro uBera, ¢
pHCKOM Ha onHOi cTopone. H
nonepeyHoM paspese — sapo 6enoro
LBeTa.

White or off white coloured,.round, biconvex
film coated tablet with a breakline on one side.
White to off-white core on cross section.

Kpyrneie IBOSIKOBBIMYKJIBIE Tabnerku,
TOKPBIThIE IJIEHOYHO 000JI0UKOI Hes10ro HITH
noytH OGemoro uBera, ¢ pUCKOM Ha OJHOM
cropore. Ha nomepeuHoM paspese sapo oT
0enoro 1o nmoytH 6enoro LBeTa.

2 Identification /
HaenTnhuxauus

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  standar
olution. /

XpOMaTOrpamMMe HCIBITYEMOrO PaCTBOp:
COOTBETCTBYET BDEMEHH YIAEpHKHBaHH
OCHOBHOrO IHK2 Ha XpOMarorpamme

Bpemst YAep>XuBaHUA OCHOBHOTO TTHKA H pomarorpamMmme

reference standard solution (section "Assay™).
peMs YAEPXKHBAHHA OCHOBHOIO IIMKA H

CTaHJAPTHOrO  pacTBOpa
rHIPOXJIOPHAA.

umpnsuuaLuempmuHa

HCMBITYEMOrO  PacTBOp
QJIKHO COOTBETCTBOBATh BpEMEHH
TAECPKUBaHHA OCHOBHOTI'O MUKa H
XpOMaTorpaMMe  CTaHOapTHOrO  PacTBOP
THIPOXJIOPHIA (pazm;

«KonuuecTBeHHOE onpenesnieHunen).

Remarks: The Product confirms to ND/
Tpumeuanue: INponyxr coorBercTByeT TpeGoBanuam HJT

Conclusion: APPROVED /
3akmwouenune: QJJOGPEHO

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

Member g

Checked by / Iposepeno:

K.V.V, Satyanarayana - Quality control-
Team Member d_’/

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoaurens
Ajay Kumar - Quality Assurance- Team
Member r

c A

Print Date /J{ara: 30-04-2025

Print Date /[arta: 30-04-2025

Print Date /[{ata: 30-04-2025




Dr.Reddy’s Q‘:'.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxr: Lletpun® Tabnerky, NokpeIThie MIeHOYHOH 060504Ko#, 10 MI

Market / Poinok : Russia / Poccust

patch No. / : B2501330 Batch Quantity / 955 KG /955 KT

Cepus Ne Paszmep cepunu

Analytical Repourt No./ - 2002FP25001028 Date of Analysis / 30-04-2025

ARanuTHYeCKHii oTyeT No Jarta aHammsa

Date of Manufacture / : 09-04-2025 Date of Expiry / 31-03-2028

Jata npoussoacTea T'ozen no

Mfg. License No. / MA ber: /

IIponsBoacTBeHHast : 63/RR/AP/96/F/R nmoer: : JII-Ne(005456)-(PI'-RU)
Homep PY

JHuen3us Ne

Analysis performed according ND / Ananus nporeaen mo HJI: JIII-Ne(005456)-(PT-RU)-150524

(Ne Test / IlokazaTens Result / Pe3yabTaThl Specification / Hopma
- |UV- spectrophotometry / Complies / CoorBercTByeT The UV-spectrum of the test solution and the
Y ®- ciextpodoromerpus 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 ®-crneKTph! MOTNOIEHUs UCITBITYEMOrO
pacTBOpa ¥ CTaHAApTHOrO  pacTeopd
LETHPH3HHA ruapoxiopuna B obnacru ot 200
o 400 HM JODKHEIL UMEThb MaKCHMYMBI
|MOTJIOIIEHMA TIPM OAHOM M TOH e JUIUHE|
BOJIHBI C AOITYCTUMEBIM OTKJIOHEHHEM + 2 HM.
3 Water content/ INot more than 8.0% /
CoaepxaHue BOALI 2.8% wiw /2,8% He 6onee 8,0 %

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OQHOPOAHOCTH KO3HPOBAHHLIX 44/44 than 15.0 / INokazarens npuemaemoctu (AV)
eHHHIX \oskeH OwiTh He Donee 15,0.

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

98%, 98%, 100%, 100%, 98%, 99%

of C2H>5CIN2O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) oT HOMHHAJILHOTO COAEPKAHHS
C21 H25CIN2O3-2HCI (uerupusuna
uruapoxiaopua) yepes 30 MuH.

Remarks: The Product confirms to ND/

Ipumedanue: IIpoayKT cOOTBETCTBYeT TpeboBauusm HJI

Conclusion: APPROVED /
3axmiouyenue: OJJOBPEHO

Prepared by / IToprorosneHo:

D. Latha - Quality control- Team

Member g

Checked by / ITporepeno:

K.V.V. Satyanarayang - Quality control-
Team Member i_/_

Approved by: Manager/Executive /
OnobpeHo: MeHemxkep / Pykopomures
Ajay Kumar - Quality Assurance- Team
Member n

L

Print Date /[{aTta: 30-04-2025

Print Date /JlaTa: 30-04-2025

Print Date /JTata: 30-04-2025




Dr. Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Lletpun® TabneTku, MOKPHITHE NNeHO4HOH 060m104K0H, 10 Mr
Market / Peinok : Russia / Poccus
patch Ne. / : B2501330 Batch Quantity / . 955KG /955 KT
Cepus No Pasmep cepun
Analytical Rep(irt No./ - 2002FP25001028 Date of Analysis / . 30-04-2025
AnanuTHYecKHii oTyeT No JlaTa anaan3za
Date of Manufacture / . 09-04-2025 Date of Expiry / . 31-03-2028
Jata nponssogcrea T'onen no
Mfg. License No. / MA number: /
IIpousBoACTBeHHAA : 63/RR/AP/96/F/R umoer: JIIT-Ne(005456)-(PT-RU)
Homep PY
JuueH3nsa Ne
Analysis performed according ND / Ananus npoeenen mo HJI: JITI-Ne(005456)-(PT-RU)-150524

|N9 est / IToxazatenn Result / PesyabTaTel ISpecification / Hopma
6 Impurities / IIpumecn
Less than Limit of Detection (LOD =
Impurity A / 0.005%) / Hioxe nipenena oGHapyxKeHHs
IMpumecs A (I1TO = 0,005%) [Not more than 0.2 % / He 6onee 0,2 %
Impurity B /
[pumecs B 0.01%/0,01% INot more than 0.2 % / He Gonee 0,2 %
Impurity C /
[Mpumecs C Less than LOQ (LOQ = 0.017%) / Huxe [Not more than 0.2 % / ne 6omnee 0,2 %
Impurity D / npejena KoJIMYeCTBEHHOTO ONpeaeeHHs
[Mpumecs D (IKO = 0,017%) INot more than 0.2 % / e 6onee 0,2 %
Impurity E /
[Mpumecs E Not detected / He o6Hapy:xeHa Not more than 0.2 % / He Gonee 0,2 %
Impurity F /
[Mpumecs F 0.05% / 0,05% INot more than 0.2 % / ne Gonee 0,2 %
Any individual unidentified Less than Limit of Detection (LOD =
impurity / JioGas equHM4HAs 0.015%) / Hioke npenena oGHapyxenus [Not more than 0.2 % /
HeHneHTHHUMpoBanHad npumeck (110 = 0,015%) He 6onee 0,2 %
0.07%/ 0,07%

Total impurities / 0.2%/0,2% Not more than 2.0% /
CyMmMma npumeceit He Gonee 2,0%

7 Assay / Konnaecisennoe Not less than 9.0 mg and not more than
onpeaejieHHe 11.0 mg C21H25CIN2O3-2HCI (cetirizine

9.88 mg/ 9,88 Mr dihydrochlooride) in table:t (between 90,0 %
98.8% / 98.8% and 110,0 % of label claim)./ Ot 9,0 mMr o0
? 11,0 Mr C2;Ha5CIN,O3-2HCI (uetipusuna
nurunpoxnopun) B Tabnetke (ot 90,0 % no
110,0 % oT HOMMHAJIEHOT'O COAEPHKAHMS).

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

IIpumeuanne: Ipoaykt cooTBercTByeT TpeboBaHMAM HJT 3axmouyenue: OJIOBPEHO

Prepared by / Iloarorosneno: Checked by / TIposepeHo: Approved by: Manager/Executive /

D. Latha - Quality control- Team K.V.V. Satyanarayang - Quality control- | Ono6peno: Menemkep / Pykosoaurens

Member Team Member é,/ Ajay Kumar - Quality Assurance- Team
L&,. - Member r

Print Date /Tata: 30-04-2025 Print Date /Mata: 30-04-2025 Print Date /JTata: 30-04-2025




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
Product: Cetrine film coated tablets, 10 mg
Ipoayxr: LleTpuH® TabneTKH, IOKPHITHIE TUIEHOUHOH 060110uKO0l, 10 MI
Market / Poinox : Russia / Poccus
Batch No. / . B2501330 Batch Quantity / 955 KG / 955 KT
Cepusa No Pasmep cepun
Analytical Repovrt No. / . 2002FP25001028 Date of Analysis / 30-04-2025
AHanuTHYeCKHH oTueT No JlaTa anannza
Date of Manufacture / . 09-04-2025 Date of Expiry/ 31-03-2028
JlaTa npoH3BoACTBa Yonen no
Mfg. License No. / MA ber: /
TIpoM3BOACTBeHHAS : 63/RR/AP/96/F/R numbers JITI-Ne(005456)-(PT-RU)
Homep PY

JIHueH3ua Ne
Analysis performed according ND / Auanus nposeaen no HJI: JIIT-No(005456)-(PT-RU)-150524

Test / IloxazaTexn

e

Result / PesyanraThl

Specification / Hopma

Subdivision of tablets /
Jlenenune Tabuerox

Complies / CootBercTByer

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 TPe0OBAHUAM, €CITH
He 6onee 1 egUHMYHAs Macca OTKIIOHSETCS 3a
npeaenst 85%-115% ot cpenHeii Mmacchl.
TabneTkn He COOTBETCTBYIOT TpeOOBaHKAM,
cnu Honee yeM 1 MHAMBUAYaIEHAS Macca
KJIOHAETCA OT STUX NPENEJIoB Uy, eciu 1
HHIMBHIyanbHAA Macca OTKIIOHSETCS 3a
npenens! 75%-125% ot cpenneii Macchl.

Microbiological purity* /
Muxpobuonoruyeckas
YHCTOTA™

) Total aerobic microbial count /
O61ee yncno a3poGHEIX
MHKPOOPraHH3MOB

b) Total combined yeasts and
mould count / O6inee yncno
NPOXGKEBRIX M IUIECHEBBIX TPHOOB

c) E. coli

Not Applicable

Not Applicable

Not Applicable

INot more than 1000 CFU/g /
He 6onee 1000 KOE/r

INot more than 100 CFU/g /
IHe 6onee 100 KOE/r

Shall be absent in 1g/ OrcyrctBue B 1 1

Remarks: The Product confirms to ND/

IIpumeuanne: Ilpoaykt cooTBEICTBYET TpeGoBaumam HJI

Conclusion: APPROVED /
3axkmoyenue: OJOBPEHO

Prepared by / [Toaroroseno:
D. Latha - Quality control- Team

Member g

Checked by / TIpoeepeno:

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

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoourens
Ajay Kumar - Quality Assurance- Team
Member r

Print Date /JTarta: 30-04-2025

Print Date /arta: 30-04-2025

Print Date /Jlata: 30-04-2025




Dr. Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxr: erpun® TabeTKH, MOKPLITHIE TUIEHOYHOH 0605104k, 10 Mr

Market / Poinok : Russia / Poccust

Batch No./ : B2501330 Batch Quantity / : 955KG /955 KT

Cepus Ne Pasmep cepnu

Analytical Repourt No. / . 2002FP25001028 Date of Analysis / . 30-04-2025

AHaJHTHYECKHI oTueT Ne Jara anannza

Date of Manufacture / s 09-04-2025 Date of Expiry / . 31-03-2028

JaTa npousBoacTea TopeH mo

Mfg. License No. / MA ber: /

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

Juuen3usi Ne

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

WNo Test / IlokazaTenn Result / PesyibTaThI 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 for 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 TaGnetox B carton. /
MBX/TIABX//anomunuesom Gnucrepe. [[To 10 tabnerok B
Mo 3 6rucTepa BMeCTe € IUCTKOM- MBX/TINBX//antomuunesom Giucrepe. Ilo 2
BKJIAZIBILIEM YIIAKOBAHBI B ITAYKY Wiy 3 Girctepa BMeCTe ¢ TUCTKOM-
KAPTOHHYIO. BKNAJBIIIEM YITakOBaHbl B IAYKY 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 / [IpoBomuTCS IPOM3BONUTENEM MIPH BBITYCKe MEPHOAMYECKH: JUTA Kaxmoii 20-0l cepuH HiIH He MeHee |
paza B roa. [Tokazatens Moxet OBITh He BKIIOYeH B CepTuhHKAT aHanu3a QUPMEL

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ilpumeuanue: IpoaykT cooTBercTByeT TpeGopanuam HJJ 3axaiouenne: ONOBPEHO
Prepared by / IloarorosieHo: Checked by / IIpoeepeHo: Approved by: Manager/Executive /

D. Latha - Quality control- Team K.V.V. Satyanarayana - Quality control- | Omo6peno: Meunemxkep / Pykosoaurens
Ajay Kumar - Quality Assurance- Team

Member Team Member :
‘1%;_, Member r
d

Print Date /JTata: 30-04-2025 Print Date /Hara: 30-04-2025 Print Date /J1ata: 30-04-2025




N ..
Dr.Reddy’s ‘_‘."

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

IMpoaykr: Herpuu® TabneTku, MOKpLITHIE MIIEHOYHOM 060510uKOM, 10 M

Market / Poinok : Russia / Poccus

Batch No./ : B2501330 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepun

Analytical Repourt No./ © 2002FP25001028 Date of Analysis / 30-04-2025

AHaJnTHYeCKHii oTUeT No Jarta aHaimza

Date of Manufacture / : 09-04-2025 Date of Expiry / 31-03-2028

JlaTa npon3BoacTBa Togen o

Mfg. License No. / MA ber: /

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

JauneH3ns Ne

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

API name / HanmeHnosanune A®C:

Cetirizine dihydrochloride / IleTnpHsuHa TUrHAPOXIOPHL

INN / MHH:

Cetirizine / IHerupusun

Homep cepuu cyocranunn nmpoussoantens LJIdD:

API manufacturer batch number / BT00-24079
Homep cepun nponssoguteis ADC:
FP Manufacturer API Batch number / FBRA00640

API Manufactured by & country /
TlpousBogutens A®C, cTpaua;

Glochem Industries Pvt. Ltd., India /
T'noxem Uunactpuec TTrr. ITra., Uanus

Name, address, authorizatiom No for FP
manufacturing site / Control site / Release site /
HaumeHoBaHue, aapec, JIMIeH3NsA A5
IIponsBoacTBenHas miomaaxa / [lnomaaka kourposs
KadecTsa / Ilomanxa Beimycka

Formulation Tech Ops —II, 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). / llpousBoacteenHoe noapasneneaue-Il,
Vyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, Bauynamiu

Bumnamk, bauynamnu Mannan, Menyan Manakamxkrupu
Hucrpukr — 500090, mrat Tenanrana, Mugus (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».

3aknouenne o cooTeercTBuu: «HacTosluM s MOATBEPXKIOAK0, YTO MPUBEACHHAS BhIIE HHPOPMALHMA SBIISETCA JOCTOBEPHOI
TOYHOH. JTa CepHsd MPOAYKLMH TNPOH3BEACHA (BK/IOHAs YNAKOBKy (MapKHMpOBKY) M KOHTPONb KA4ecTBAa) HA BBIIEYKA3aHHOMN
NPOU3BOJCTBEHHOM iomanke (IUI0mMaaKax) B MOJHOM COOTBETCTBHH ¢ TpeGosaHusAMH [IpaBun Haanexameit IpoM3BOACTBEHHOMN
npaktikd EBpasuiickoro skoHoMuueckoro cotosa (GMP/EAEU/RU/00573-2022) u TpeGOBaHHUSAMH KOHTpOJA KadecTBa
JIEKapCTBEHHBIX CPE/CTB, & TAKXKE B COOTBETCTBUH CO CIEUMMHKALUIMH, COACPKALIUMHUCA B PETHCTPAIMOHHOM IOCHE CTPAHLI-
UMIIOpTepa. 3alkcH 0 MPOH3BOICTBY, YNAaKOBKE M aHAIN3y NPOBEPEHDI, M YCTAHOBJIEHO HX COOTBETCTBHE TpeGopanuamM Ilpasun
HaJIexallell Mpor3BOACTBEHHOM NpakTHKK EBpasuiickoro 3KOHOMHYECKOTO COI03a).

Conclusion: APPROVED /
3axawyenne: OJOBPEHO
Approved by: Manager/Executive /
Onobpeno: Meuemxep / PykoBoauresnb
Ajay Kumar - Quality Assurance- Team
Member a

Remarks: The Product confirms to ND/
Ipumeyanne: Ipoaykt cooTBeTcTBYET TpeOOBaHusaM HI
Prepared by / IToarotosieso: Checked by / TIpogepeHo:

D. Latha - Quality control- Team K.V.V. Satyanarayana~ Quality control-
Team Member d/

Member g
Print Date /Tata: 30-04-2025

Print Date /ata: 30-04-2025

Print Date /dara: 30-04-2025




