Dr.Reddy’s Q%.‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ilpoaykr: IleTpuH® TabneTky, NOKPHITEIE TNIEHOYHOM obonoukol, 10 mr

Market / PbiHOK : Russia / Poccust

Batch No./ : B2404114 Batch Quantity/ . o551 G/ 955 KT

Cepnsa Ne Pasmep cepun

Analytical Repoart No./ . 2002FP24003173 Date of Analysis / . 31-12-2024

AHasuTndeckuii oTdet No JlaTa aHanu3a

Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027

JlaTa NpoN3BOACTBA T'omen no

Mfg. License No. / MA ber: /

TIpomM3BOACTBeHHAs : 63/RR/AP/96/F/R numober: :  JITI-Ne(005456)-(PT-RU)
Howmep PY

aauen3us Ne

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

No Test / IlokasaTens Result / PesyabTaThl Specification / Hopma
1 Description / Onucanue White coloured, round, biconvex filmWhite or off white coloured, round, biconvex|
coated tablet with a breakline on one side.|film coated tablet with a breakline on one side,
White core on cross section. / Kpyrnsie(White to off-white core on cross section.

TBOSIKOBBITYKJIBIE TAONETKH, MOKPHITEIEKpPYIiible .  NBOSKOBBITYKIIbIE TabJIETKH,
[UIEHOYHOM 06onoukoii Genoro uBeTa, CMOKPBITHIE IUICHOYHOH 000M09K0i Genoro wiw
puckoii Ha omHOii cropoHe. Hamoutn Genoro IBera, ¢ PHUCKOl Ha OXHOM
nonepeyHoM paspese — sapo GenoroctopoHe. Ha momepeyHoM paspeze  sOpo Of
BETA. . Genoro mo mouru Genoro 1BeTa. .

2 Identification / The retention time of the main peak in theThe retention time of the main peak in the
NaenTnduranns chromatogram of test solution complychromatogram of test solution should comply
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. / Bpemsa yaep)KupaHus OCHOBHOTO IIMKa Ha
Bpems yaepkHUBaHHs OCHOBHOT'O ITHKA HAXpOMATOrpaMMe  HCHBITYEMOTO paC’I‘BOpJ
XpOMaTOrpaMMe UCHBITYEMOTO PacTBOPAA0IKHO COOTBETCTBOBATh BpPEMEHH
COOTBETCTBYET BPEMEHHM YAEpKUBAHUAYNEPHKHBAHUA OCHOBHOTO KA H
OCHOBHOTO IIMKa Ha XpOMaTOrpaMMeXpoMaTorpamMme  CTaHIapTHOTO pacmopj
CTaHNApTHOTO pacTBOpa LETHPU3MHALETHPHIHHA FUAPOXIIOpHIA (paznen
FUAPOXJIOPUIA. «KonuuecTBeHHOE ONPENeIICHHEN).

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanne: IIpomykT cooTReTCTBYET TpeOoBaHmaM H]I 3axmouenue: OJIOGPEHO

Prepared by / IloaroTtoeneHo: Checked by / IIposepeHo: Approved by: Manager/Executive /

D. Latha- Quality control- K.V.V. Satyanarayana - Qua]ig Ouobpeno: Menemxep / Pykoponutens

Team Member \Q/’ control- Team Member V. Prashanth - Quality Assurance- Team
B= Member
W0

C

Print Date /JTata: 31-12-2024 Print Date /ara: 31-12-2024 Print Date //1ata: 31-12-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LeTpnH® TabneTku, NOKpPHITEIE IVIEHOUHOMH 060s0ukoi, 10 Mr

Market / Poiox : Russia / Poccus

Batch No. / . B2404114 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pa3mep cepun

Analytical Repourt No./ . 2002FP24003173 Date of Analysis / 31-12-2024

AHanuruieckHii oTuyeT No JlaTa aHaqu3a

Date of Manufacture / . 30-10-2024 Date of Expiry / 30-09-2027

JlaTa npou3BoacTBa I'open no

Mfg. License No. / MA number: /

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

Junensus Ne

Analysis performed according ND / Anann3 npoeeaen mo HJI: JII-Ne(005456)-(PT-RU)-150524

Ne Test / lloxa3aTean

Result / PesyabTaTh!

Specification / Hopma

UV- spectrophotometry /
V®- cnektpodoToMeTpus

Complies / CoorBeTcTByeT

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®-crneKTphl MOrJIOMEHUs HCHBITYeMOro
pacTBOpa M CTAHOApTHOTO  pacTBOpPa
LIeTHpH3MHAa THApoxJiopuna B obnactu ot 200
mo 400 HM JOKHBI HMETH MAaKCHMYME]
MOTJIOIIEHHWA NpU OAHOH W TOH Xe IJHHE
BOJIHBI C JOMYCTUMBIM OTKJIOHCHHEM =+ 2 HM.

3 Water content/
CoaepxkaHue BOAbI

3.4% w/w / 3,4%

ot more than 8.0% /
IHe 6onee 8,0 %

4 Uniformity of dosage units /
(OIHOpPOIHOCTH AO3MPOBAHHBLIX
eIHHHI

2.6/2,6

Acceptance value (AV) should be not more
than 15.0 / Tokasatens npuemneMoctd (AV
\momkeH OriTh He Hosee 15,0,

5 Dissolution / PacrBopenne

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

INot less than 80% (Q) of the labeled amount
of C21H2sCIN203-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAJILHOTO COHEpHKaHHA
C21H25CIN203-2HCI (ueTupuznaa
uruapoxopun) yepes 30 MUH.

Remarks: The Product confirms to ND/

Conclusion: APPROVED /

IIpnmeuanue: IlpoaykT cooTBeTcTBYET TpedopaHusM HJI

3axmouenue: OOBPEHO

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

Team Member ( g

Checked by / IIpoBepeHo:
K.V.V. Satyanarayana - Quali
control- Team Member

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

Member
1)

Print Date /[lata: 31-12-2024

Print Date /[arta: 31-12-2024

Print Date /J{ara: 31-12-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: LetpuH® TabneTKH, MOKPLITHIE MIEHOYHOM 060104K0H, 10 Mr

IpouspoacTBeHHAR : 63/RR/AP/96/F/R
JHIeH3us Ne

Homep PY

Market / PriHoK : Russia / Poceus

st No.[ . B2404114 Batch Quantity/ . g55 G/ 955 KT
Cepus Ne Pa3zmep cepun

Analytical Repo“rt No. / - 2002FP24003173 Date of Analysis / . 31-12-2024
AHanutrHgecknii oTyeT No Jarta ananu3za

Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027
Jarta npousBoacTea Tonen no

Mfg. License No. / MA number: /

JIII-Ne(005456)-(PT-RU)

Analysis performed according ND / Ananus nposegen nmo HI: JII-Ne(005456)-(PT-RU)-150524

impurity / JIrobas eguHU4HaS (ITO = 0,015%)
HEMACHTUDHUIMPOBaHHAs IPUMECE
0.06% / 0,06%

0.1%/0,1%
Total impurities /
CymMa ripumeceii

Less than Limit of Detection (LOD =
Any individual unidentified 0.015%) / Hwxke npenena oGHapyKeHUs

No Test / Ilokasarenn Result / PesyIbTaThl Specification / Hopma
6. Impurities / Ilpumecu Less than Limit of Detection (LOD =
0.005%) / Hipke npenena oOHapyxKeHUs

Impurity A / (110 = 0,005%)
Ipumecs A Not more than 0.2 % / He 6o1ee 0,2 %
Impurity B / Less than LOQ (LOQ = 0.010%) / Huxe
IMpumecs B npefesia KoJMIecTBeHHOro onpeneneHusdNot more than 0.2 % / He 6onee 0,2 %
Impurity C/ (ITIKO = 0,010%)
[Mpumecs C . INot more than 0.2 % / ne 6onee 0;2 %
Impurity D / Not detected / He o6Hapyxena
[Mpumecs D Not more than 0.2 % / e 6onee 0,2 %
Impurity E / INot detected / He o6Hapy»xeHa
[Ipumecs E Not more than 0.2 % / He 6onee 0,2 %
Impurity F/ 0.03%/0,03%
[Tpumecs F Not more than 0.2 % / e 6onee 0,2 %

Not more than 0.2 % /
ue 6onee 0,2 %

INot more than 2.0% /
He 6onee 2,0%

7 Assay / KonndecTBeHHoe
onpeneaeHne

9.96 mg /9,96 mMr
99.6% / 99,6%

Not less than 9.0 mg and not more than
11.0 g Co1HzsCIN,O3:2HCI (cetirizing
dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim)./ Ot 9,0 Mr o
11,0 mMr C;H;5CIN,Q5-2HCI (netupu3snna
imuruapoxiopun) B tabnerke (ot 90,0 % no
110,0 % OT HOMHHANHLHOTO COREPHKAHUA).

Remarks: The Product confirms to ND/
IIpumeuanmue: IponykT cooTBercTByeT TpeGoBanusm HJL

Conclusion: APPROVED /
3axawuenne: OJJOBPEHO

Prepared by / IToaroToeneHo: Checked by / Ilposepeno:

Team Member g ; control- Team Member

D. Latha- Quality control- K.V.V. Satyanarayana - Qua]itz

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

Member \,!W\p

Print Date /Jlata: 31-12-2024 Print Date /Jlata: 31-12-2024

Print Date /Iara: 31-12-2024 )




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUOHNKAT AHAJTHU3A

Product: Cetrine film coated tablets, 10 mg

IIpoaykr: LleTpuH® TabneTky, MOKPHITHIE UIEHOYHOH 060510uKO0i, 10 MT

Market / Puinox : Russia / Pocenst

Batch No. / . B2404114 Batch Quantity / 955 KG /955 KT

Cepus Ne Pazmep cepun

Analytical Repovrt No./ . 2002FP24003173 Date of Analysis / 31-12-2024

AHanuTHdecKHii oTueT Ne JlaTa ananu3a

Date of Manufacture / . 30-10-2024 Date of Expiry / 30-09-2027

Jata npousBoacTBa Topen xo

Mfg. License No. / MA ber: /

TIpon3BoACTBeHHAS : 63/RR/AP/96/F/R e JITT-Ne(005456)-(PT-RU)
Homep PY

JHIeH3ns Ne

Analysis performed according ND / Ananu3s nposeaes mo HJ: JITI-Ne(005456)-(PT-RU)-150524

INe Test / IlokaszaTenn

Result / Pe3yabTaThl

Specification / Hopma

8 Subdivision of tablets /
Jlennenne TabJIeTOK

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. /
TabneTKku COOTBETCTBYIOT TPeOOBAHUAM, €CIH
He Ooiee 1 eqMHUYHA Macca OTKIIOHAETCS 32
npenens! 85%-115% ot cpenneii Maccel.
TaGneTku He COOTBETCTBYIOT TPEGOBAHMAM,
ecru 6osee 9eM 1 MHIMBUAYabHASA Macca
OTKJIOHSAETCS OT 3THX NPEAENoB WU, ecnu 1
MHIMBUOYAJIbHAS Macca OTKIIOHAETCH 3a
npenensl 75%-125% ot cpennel Macchl.

9 Microbiological purity* /
Mukpobuosiornyeckasi
qHCTOTa*

a) Total aerobic microbial count /
Ob1mee yucao a3poOGHBIX
MUKPOOPraHH3MOB

b) Total combined yeasts and
mould count / O6mmee uucio

HPOAOKEBEIX U IUNIECHEBBIX l"pPI6OB

c) E. coli

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/ OrcyrcTBHe B 1 1

Remarks: The Product confirms to ND/

IIpumeuanne: IIponykT coorBercTBYeT TpeGoranusm HJI

Conclusion: APPROVED /
3axkmwuenne: OJJOBPEHO

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

Team Member { g ,

Checked by / IIpoepeHo:
K.V.V. Satyanarayana - Quality
control- Team Member

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

i)

Print Date /[lata: 31-12-2024

Print Date /[{aTa: 31-12-2024

Print Date //Tata: 31-12-2024




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTU®UNKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Npoaykr: Lerpun® TabneTky, MOKPHITHIE IUIEHOYHOH 060J10uK0i, 10 MI

Market / Ppinok : Russia / Poccus

Batch No. / . B2404114 Batch Quantity / 955 KG / 955 KT

Cepusi Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP24003173 Date of Analysis / 31-12-2024

AHANNTHYECKHIT 0TYeT Ne Jara ananunsa

Date of Manufacture / . 30-10-2024 Date of Expiry / 30-09-2027

JlaTa npon3BoacTBA T'onen po

Mfg. License No. / MA number: /

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

JIHIEeH3HA Ne

Analysis performed according ND / Anasus nposegen no HJI: JIIT-Ne(005456)-(PT-RU)-150524

INe 'Test / IToka3zaTenn

Result / PesyasTaThl

Specification / Hopma

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum

leaflet in a carton. / ITo 10 TaGnerok B

[To 3 6mucTepa BMecCTe € IUCTKOM-
BKIAJBILIEM YIIAKOBaHEI B MAYKy

KapTOHHYHO.

blister. 3 blisters and patient information

[IBX/ITIBX//amomuunesoM Giucrepe.

10 tablets in PVC/PVDC//aluminum blister. 2
lor 3 blisters and patient information leaflet in
a carton. /

[To 10 Tabnerok B
[MBX/TIABX//anroMuHueBoM Gnucrepe. ITo 2
unu 3 GIHCTEpa BMECTeE C JIMCTKOM-
BKJIAIBILLIEM YTIAKOBAHEI 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 / IIpoBoguTCs NPOU3BOAUTENEM NIPH BHITYCKE NEPUOAMMECKH: 1T Kaxkaoi 20-oif cepuu 1i1n He MeHee 1
pasa B rofl. Ilokasatess MoXeT OBITE He BKIIOYeH B CepTH(UKAT aHaTH3a HHPMEL.

Remarks: The Product confirms to ND/
IIpumeuanue: IlponykT cooTrBeTcTBYeT TpeboBaHmsaM HJT

Conclusion: APPROVED /
3axnogenue: OJIOBPEHO

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

Team Member ' g

Checked by / ITpoeepeHo:
K.V.V. Satyanarayana - Quality
control- Team Member

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

Member \/]\((I‘D

Print Date /Jlata: 31-12-2024

Print Date /JTata: 31-12-2024

Print Date /Jata; 31-12-2024 \




br. Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJMA3A

Product: Cetrine film coated tablets, 10 mg

Mpoayxkr: Lerpna® TabneTku, MOKPHITHIE IIIEHOYHOI 06010uK0iH, 10 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . B2404114 Batch Quantity / 955 KG /955 KT

Cepus Ne Pazmep cepnu

Analytical Repourt No./ . 2002FP24003173 Date of Analysis / 31-12-2024

AHaJuTHYECKNH 0TUYeT Ne Jara ananmuza

Date of Manufacture / . 30-10-2024 Date of Expiry / 30-09-2027

Jata npon3BoAcTBa T'ogeH no

Mfg. License No. / MA number: /

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

JIHIEeH3HuA No

Analysis performed according ND / Ananu3 nposeaen mo HJI: JITI-Ne(005456)-(PI"-RU)-150524

API name / HaumenoBanue A®C:

Cetirizine dihydrochloride / IlernpusiHa DUTHAPOXJIOPUL

INN / MHH:

Cetirizine / LleTupuzun

Homep cepuu cyGeTtanuun nponssoaurens I'JIMD;

API manufacturer batch number / BT00-24056
Homep cepuu npoussoaureia A®C:
FP Manufacturer API Batch number / FBRAO00565

API Manufactured by & country /
IIponsBogutens A®C, crpana:

Glochem Industries Pvt. Ltd., India /
I'noxem HUunacrpuec IIet. JItn., Unous

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
Hanmenoranue, agpec, JHUEH3INA s
IponseoacTeenHas miomaaka / Ilmomanxa KOHTpoJIA
kavecrBa / Ilnomaaka BbIycKa

Formulation Tech Ops — II, Survey No. 42p, 43, 44p, 45p, 46p,
53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri Distrist — 500090, 'l'elangana State, India (license No
63/RR/AP/96/F/R). / TIponseoacTBeHHOe moapa3aenenue-11,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynanmm

Bumnamx, bagyynanmm Mangan, Menuan Manakakrupu
Juctpukt — 500090, wrar Tenanrauna, Maans (JInnenzus 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».

3akinoueHue 0 cOOTBEeTCTBHH: «HacTosumM s MOATBEPXKAAI0, YTO MPHUBENCHHAs BhIe HHGOpMALMs SBIIeTCS AOCTOBEPHOH H
TOYHOM. JTa cepus MPOLYKLMH MPOM3BeAeHA (BKIIOYAs YNakOBKY (MapKUpOBKY) M KOHTpPONb KayecTBa) HA BBHIIEYKa3aHHOM
MPOM3BOACTBEHHOIM Iomaake (FUIOMAKax) B IONHOM COOTBETCTRHU ¢ TpebGoBaHusaMHu [IpaBun Haaexalel MpoH3BOACTBEHHOMN
npakTuku EBpasuiickoro skonommueckoro cowosa (GMP/EAEU/RU/00573-2022) m TpeOoBaHMAMHM KOHTpPOJIA KayecTBa
JICKAPCTBEHHBIX CPENICTB, a TAlkKe B COOTBETCTBHH CO CeMU(MKALMAMU, CONEPKALUTUMUCA B PErHCTPAIlHIOHHOM AOChE CTpaHbI-
UMIIOPTEpA. 3amicU Mo MPOU3BOJCTBY, YMAKOBKe U aHAMM3y MPOBEPEHDI, U YCTAHOBJIEHO MX COOTBETCTBHE TpeOoBaHHAM IIpaBun
HajJie)Kalnel pou3BOACTBEHHOH npakTuku EBpazuiickoro SKOHOMHUYECKOTO COO3a».

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

Remarks: The Product confirms to ND/
IIpumeuanne: ITponykt coorBeTcTBYeT TpeboBaHusM HJ|

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

Checked by / TIporepeno:

K.V.V. Satyanarayana - Qualit
( E g control- Team Member ﬂ

Approved by: Manager/Executive /
OnobpeHo: MeHemxkep / Pykopogurens
V. Prashanth - Quality Assurance- Team

Member [ Dw_p

Print Date /ara: 31-12-2024

Print Date /[lara: 31-12-2024

Print Date /JTata: 31-12-2024




