Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Hpoaykr: LletpuH® TabseTKHU, TIOKPHITHIE TIEHOYHOH obosoukoi, 10 Mr

Market / PriHox : Russia / Poceust

Batch No. / . B2404111 Batch Quantity / 955 KG /955 KT

Cepns Ne Pasmep cepun

Analytical Repo“rt No. / . 2002FP24003126 Date of Analysis / 31-12-2024

AHanuTHYecKHii oTyeT No JaTa anaimza

Date of Manufacture / . 16-12-2024 Date of Expiry / 30-11-2027

JlaTa npon3BoACTBa I'opeH o

Mfg. License No. / MA ber: /

IIpou3BoACTBeHHAS : 63/RR/AP/96/F/R numoer: JII-Ne(005456)-(PT-RU)
Homep PY

Junensus Ne

Analysis performed according ND / Ananu3s nposeaen mo HJI: JIII-Ne(005456)-(PI'-RU)-150524

Ne

est / ITloxa3zaTtens

Result / Pe3yabTaThl

Specification / Hopma

1

Description / Onucanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on cross section. / Kpyrisie
IBOSIKOBBIMYKJIbIE TaOJIETKH, MOKPHITHIE
[UIEHOYHOM 000510uKOi Genoro 1Bera, ¢
puckoii Ha OAHON  CTOpOHe.
OTIEPEe4YHOM paspeze — sgpo Gemoro
HBETA.

Hajmoutn Oeymoro mpera, ¢ pHCKOH Ha OAHOH

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 JIBOSIKOBBIIYKIIBIE TabJeTKY,
MOKpLITHIE THIEHOUHOH 0607104KOH 6enoro uny

ctopoHe. Ha momepeyHoM paspese  sIpo OT|
Genoro mo o4ty 6eJIoro IBETA.

Identification /
UnenTnduxanusn

HPLC / B3XX

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 Cetirizing
Hydrochloride reference
solution. /

COOTBCTCTBYET BPEMCEHH YIEPKHBAHHA

OCHOBHOTO IMKa HA XpOMaTOrpamme
CTAHIApTHOTO pacTBOpa LETHPH3MHA
TUOPOXIIOpHUIA.

standardreference standard solution (section "Assay™).

Bpewms ynep:xuBaHus OCHOBHOTO MUKA HAXpOMAaTOrpaMMe
XpOMAaTOrpaMMe HUCIBITYEMOIO pamopaﬁomimo

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

Bpems yOepkuBaHHS OCHOBHOrO ITHKa H

HCIBITYEMOTO  PacTBOD:

COOTBETCTBOBATh BpeMEHH

IEepPKHBAHHSA OCHOBHOTO izl Ha
XPOMAaTOrpaMMe  CTaHZAPTHOIO  pacTBOD:

LIETUPH3HHA CUAPOXIIOpUIA (pazzen

«KOonH4eCcTBEHHOE ONPEAEIICHHEY).

Remarks: The Product confirms to ND/
Ipumeuanne: IIponykt cootBercTBYET TpeboraHusM H]T

Co

3axmouenne: OJOBPEHO

nclusion: APPROVED /

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

Team Member 1 LZ

Checked by / ITpoBepeHo: Ap

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

Ono6peno: Menemxep / PykoBoautens

Member

proved by: Manager/Executive /

Prashanth - Quality Assurance- Team

1%

Print Date /[Jara: 31-12-2024

Print Date /ata: 31-12-2024

Print Date /Hata: 31-12-2024




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTHUOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ipoayx: [leTpHH® TablIeTKH, MOKPHITEIE INICHOYHO#H 06010uK0#, 10 Mr

Market / Poinok : Russia / Poccust

Batch No. / . B2404111 Batch Quantity / 955 KG / 955 K[

Cepns Ne Pazmep cepun

Analytical Repovrt No./ - 2002FP24003126 Date of Analysis / 31-12-2024

Ananutudecknii oTyet Ne JlaTa anaanza

Date of Manufacture / . 16-12-2024 Date of Expiry / 30-11-2027

JlaTa NpoH3BOACTBA T'ogeH o

Mfg. License No. / MA ber: /

TIpon3BoxCTBeHHAs : 63/RR/AP/96/F/R fumoer: JITI-Ne(005456)-(PT-RU)
Homep PY

JIHLIEeH3HA No

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

No Test / Iloka3zaTens

Result / Pe3yasTaTsl

Specification / Hopma

UV- spectrophotometry /
Y ®- ciexrpodoToMeTpus

Complies / CootBercTByeT

The UV-spectrum of the test solution and the;
Cetirizine Hydrochloride reference standard
olution in the range 200 nm to 400 nm should
Eaxhibi! maxima absorbance at about the same
wavelengths with an allowed variation of %2,
nm. / Y ®-crnekTpsl HOTIOLIEHHS UCTIEITYEMOTO
pacTBOpa M CTaHHAPTHOTO  PacTBOpa
UETUPHU3MHA ruOpoxJIopuaa B obiacth ot 200
o 400 HM JODKHBI HMETH MaKCHMYMBI
Fornomeﬂua npu OfHHOH M TOH XKe IUIMHE
BOJIHEI C IOITYCTUMBIM OTKJIOHEHHEM + 2 HM.

‘Water content/
CopepsxaHue BOABI

3.1% w/w/3,1%

INot more than 8.0% /
He 6onee 8,0 %

Uniformity of dosage units /
OIHOPOJHOCTH 103HPOBAHHBIX
eTMHHI

3.0/3,0

Acceptance value (AV) should be not more
than 15.0 / Iokaszarens npuemuaemoctu (AV
nospkeH GeiTh He Gosee 15,0.

Dissolution / PacTBopenue

98%, 101%, 99%, 100%, 99%, 99%

Not less than 80% (Q) of the labeled amount
of C21HasCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMUHAIIBHOTO COAEP KAHUA
C21HzsCIN2O3-2HCI (uetnpuzuna
Mruapoxnopua) depes 30 MuH.

Remarks: The Product confirms to ND/

IIpumeuanne: Ipoaykr coorBercTByeT TpeGoBanusm HJI

Conclusion: APPROVED /
3axarwuenne: OJOBPEHO

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

Team Member g

Checked by / IIpoeepeHo:

K.V.V. Satyanarayana - Quality
control- Team Member &/ﬂ

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBomutesnn
V. Prashanth - Quality Assurance- Team

Member UMQ(@

Print Date /Jara: 31-12-2024

Print Date /ara: 31-12-2024

Print Date /Jlata: 31-12-2024 \




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LleTpnE® TabaeTKy, NOKPLITHIE INICHOYHOH 060s104Ko#, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2404111 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pa3zmep cepuu

Analytical Repovrt No./ - 2002FP24003126 Date of Analysis / 31-12-2024

Ananurndeckuii oTueT No JaTa anajuza

Date of Manufacture / . 16-12-2024 Date of Expiry / 30-11-2027

Jarta npousBoacTBa T'omen oo

Mfg. License No. / MA ber: /

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

Junensusi Ne

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

Ne  [Test / Hoxasatenn

Result / PesyasTaTsl

Specification / Hopma

6 Impurities / [Ipumecu
Impurity A /
[Ipumecs A
Impurity B /
ITpumecs B
Impurity C /
Ipumecs C
Impurity D /
IIpumecs D
Impurity E /
IIpumecs E
Impurity F /
ITpumecs F

Any individual unidentified
impurity / Jiobas eAMHUYHAsA
HeuneHTHdUIMpoBaHHas IPUMECEH

Total impurities /
Cymma npumeceit

Less than Limit of Detection (LOD =
0.005%) / Hike npenesna obHapy eHust
(ITO = 0,005%)

Less than LOQ (LOQ = 0.010%) /
Hipke npenena KOMUYECTBEHHOTO
onpeaenenus (ITKO = 0,010%)

Not detected / He o6HapyskeHa

Not detected / He obHapyxena

Less than LOQ (LOQ = 0.023%) /
Hipke npenena KOMHYECTBEHHOTO
onpeaenenus (ITKO = 0,023%)

Less than Limit of Detection (LOD =
0.015%) / Huwxe npenena oGHapyeHust
(TIO = 0,015%)

Less than LOQ (LOQ = 0.05%) / Huxe
npezena KOMTMYeCTBEHHOTO ONpeAeIeH A

(TTKO = 0,05%)

Not detected / He o6HapyxeHa

INot more than 0.2 % / xe 6onee 0,2 %
Not more than 0.2 % / ne 6osee 0,2 %
Not more than 0:2 % / He 6ousee 0,2 %
INot more than 0.2 % / ue G6onee 0,2 %
INot more than 0.2 % / "e 6onee 0,2 %
'Not more than 0.2 % / He Gonee 0,2 %

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

INot more than 2.0% /
He Gonee 2,0%

Assay / KontuyecrBeHHoe
onpexaesieHHe

9.98 mg /9,98 mr
99.8%/ 99,8%

INot less than 9.0 mg and not more than
11.0 mg C,1H25CIN,03-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim)./ Ot 9,0 mr oo
11,0 Mr C21H25CIN203-2HCI (uetupusunna
nuruapoxnopua) B Tabnerke (or 90,0 % mo
110,0 % OT HOMHHATBLHOTO CONEpPIKAHHUS).

Remarks: The Product confirms to ND/
Ipumeuanne: [Mponykr cooreercrryer Tpebopanuam HI

Conclusion: APPROVED /
3akmwouenne: OJJOBPEHO

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

Team Member 2

Checked by / IIposepeno:

K.V.V. Satyanarayana - Quality
control- Team Member 4_{)_______

Approved by: Manager/Executive /
Opobpeno: Menemxkep / PykoBoaurens
V. Prashanth - Quality Assurance- Team

Member M\/\{{O

Print Date //lara: 31-12-2024

Print Date /dara: 31-12-2024

X

Print Date /[dara: 31-12-2024




Dr.Reddy’s Qf-

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Mpoayxr: LleTpH® TabneTky, NOKPHITHIE MNIEHOYHOH o6onoukoi, 10 Mr

Market / Peinok : Russia / Poccus

patch D : B2404111 Batch Quantity /. 955G/ 955 KT

Cepus Ne Pa3zmep cepun

Analytical Repoort No./ . 2002EP24003126 Date of Analysis / . 31-12-2024

AHannTHuecKkmii oTyeT Ne JlaTa anaausa

Date of Manufacture / . 16-12-2024 Date of Expiry / . 30-11-2027

JlaTa nponssoacTBa T'ogen no

Mfg. License No. / MA number: /

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

JnueH3uss Ne

Analysis performed according ND / Ananuns nposenen nmo HJT: JITI-Ne(005456)-(PI'-RU)-150524

Ne Test / Iloxa3aTenn Result / PesyabTaThl Specification / Hopma
8 Subdivision of tablets / Complies / CooTBeTCTBYET The tablets comply with the test, if not more
Jlenenue TadieTox 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. /
TabneTkH COOTBETCTRYIOT TPeOOBaHHIM, €CITH
He Gonee 1 emMHUYHAs Macca OTKJIOHSETCS 3a
npeaenst 85%-115% ot cpenHen MacCEL
TabneTky He COOTBETCTBYIOT TPeOOBaHUAM,
eciiv Gosee ueM | MHAMBHIyanbHAs Macca
OTKJIOHAETCS OT STUX NPENENIOB WIH, €cIH 1
HHOUBHIYabHAaA Macca OTIIOHAETCA 3a
npenensl 75%-125% oT cpeaHeli Macchl.

9 Microbiological purity* /

MukpoGHoIornyecKas
YHCTOTA*
a) Total aerobic microbial count / Not Applicable Not more than 1000 CFU/g /
O61mee 4ucio a3poGHEIX He 6osiee 1000 KOE/r
MUKPOOPraHH3MOB

Not Applicable
b) Total combined yeasts and INot more than 100 CFU/g /
mould count / O6wee yuco He Gonee 100 KOE/T

[IPOOKEBBIX U IUIECHEBBIX MPUGOB
Not Applicable

c) E. coli Shall be absent in 1g/ Orcytcteue B 1 1
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanne: IIpoaykt cootBercTBYeT TpeboRaHMIM HJT 3akmouenne: OJIOBPEHO
Prepared by / IloarotoeneHo: Checked by / IIpoeepeHo: Approved by: Manager/Executive /

D. Latha- Quality control- K.V.V. Satyanarayana - Quality OnoGpeno: Menemxep / PykoBoautens
Team Member control- Team Member d// V. Prashanth - Quality Assurance- Team
z@j;- Member
gﬂm‘p
Print Date /JTata: 31-12-2024 Print Date /Jlata: 31-12-2024 Print Date /Jlata: 31-12-2024 \




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Iponyxr: LletpyuH® TabneTKH, HOKPHITHIE MJICHOYHOH 06050uK0ii, 10 Mr

Market / PoiHOK : Russia / Poccus

Batch No. / . B2404111 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepuu

Analytical Repourt No./ . 2002FP24003126 Date of Analysis / 31-12-2024

AHaJuTH4YecKH# oTgeT Ne JlaTa ananansa

Date of Manufacture / . 16-12-2024 Date of Expiry / 30-11-2027

Jarta npousBoacTBa Togen no

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAR : 63/RR/AP/96/F/R ' JITI-Ne(005456)-(PI'-RU)
Homep PY

JuneH3usi Ne

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

No Test / MlokazaTean

IResult / Pe3yabTaTn!

Specification / Hopma

10 Package / YnakoBka

{10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient information
leaflet in a carton. / TTo 10 Tabnerok B
[IBX/ITJIBX//antomunneBoM GHcTepe.
[To 3 6nuctepa BMECTE C JIUCTKOM-
BKJIAfIbIIEM YIAKOBAHEI B ITAUKy

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

[To 10 Tabnerok B
[MBX/ITABX//antomuHneBomM 6mucrepe. 1o 2

unu 3 GIucTepa BMECTE C JIMCTKOM-

KapTOHHYIO.

BEK/IaJbILIEM YNTAKOBAHBI 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 abscnt in the
Certificate of Analysis / IIpoBOIUTCS NPOM3BOAUTENIEM IIPH BEITYCKE NEPHOMMYCCKH: T Kaxaoi 20-0i1 cepun WK He MeHee 1
paza B roj. ITokasarens MoxeT GbiTh He BKoueH B CepTudukar aHanuza QUpMEL.

Remarks: The Product confirms to ND/
IIpumeuanne: IpoaykT cootBeTcTByeT TpeboBanusaM HJT

Conclusion: APPROVED /
3axmouyenue: OJJOBPEHO

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

Team Member ; 2

control- Team Member

K.V.V. Satyanarayana - Quality

7 -

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

Member mp

Print Date /Tara: 31-12-2024

Print Date /TaTta: 31-12-2024

1Y

Print Date //{ata: 31-12-2024




>

Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: IetpuH® TabneTku, NOKPBITHIE MIeHOYHOH 060704Ko#, 10 Mr

Market / PeiHok : Russia / Poccust

Batch No. / . B2404111 Batch Quantity / 055 KG / 955 KT

Cepus Ne Pasmvep cepuu

Analytical Repourt No./ . 2002FP24003126 Date of Analysis / 31-12-2024

AHaJauTHYeCKHi oTyeT No JlaTa anannza

Date of Manufacture / . 16-12-2024 Date of Expiry / 30-11-2027

Jara npon3soacrea T'oaen no

Mfg. License No. / .

Mpoussoscreensuan : 63/RR/AP/96/F/R MA number: / JI-Ne(005456)-(PT-RU)
Homep PY

JuueHsus Ne

Analysis performed according ND / Auanns nposegen o HI: JITI-Ne(005456)-(PT-RU)-150524

API name / HanmenoBanue A®C:

Cetirizine dihydrochloride / LleTpu3uHa AUTHIPOXJIOPHA

INN / MHH:

Cetirizine / Ietupuzun

Homep cepun cyGerannnu nponszsogutens ['JID:

API manufacturer batch number / BT00X24005
Howmep cepun nponspoaurens ADC:
FP Manufacturer API Batch number / FBRAO00639

API Manufactured by & country /
IIponseoanrenp A@C, cTpaHa:

Glochem Industries Pvt. Ltd., India /
I'noxem Mnnacrpuec IeT. JITa., Maaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHOBaHHe, agpec, THIEH3US JJIS
IIpousBoacTBeHHas Mmiomaaka / Ilnomaaka KoHTpoJst
KavyecTna / Ilnomaaka BbIMycKa

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). / TIpousBoacrBeHHoe noapasaeneuue-II,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, Bauynanmu
Buwiamxk, bagyynamnu Mannan, Menuan Manakamkrupu
Hucrpuxt — 500090, mwrrat Tenanrana, Muaus (JIuuensua 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».

3aknouenue o coorBerctBum: «HacTosiuM s MOATBEpK A0, YTO [pHUBENEeHHAas BbILIe MHGOpMAaLWMs SBIAETCA JOCTOBEPHOM M
TOYHOM. OTa Cepus MPOAYKLMH NPOU3BeOeHA (BKIIOYAsA YNMAaKoBKY (MapKHUpPOBKY) M KOHTPOJIb KayecTBa) Ha BBIMIEYKa3aHHOM
MpOW3BOJICTBEHHOH IUTomaaKe (IUIoIaakax) B MOJHOM COOTBETCTBUH ¢ TpeGoBaHUsAMH IIpaBun Hajexarneil Npou3BOICTBEHHOH
npaktukd EBpasmiickoro skoHoMuueckoro cotoza (GMP/EAEU/RU/00573-2022) u TpeGOBaHUSAMU KOHTpOJA KayecTsa
JIEKApCTBEHHBIX CPEICTB, @ TAKXKE B COOTBETCTBHH CO CHEUMQPUKALUAMH, COACPKAMMMUICA B PETHCTPALIMOHHOM JIOCHE CTPAHbI-
HUMIIOPTepa. 3amycy N0 NPOM3BOACTRY, YIIAKOBKE M aHAIH3Y NPOBEPEHBI, H YCTAHOBJICHO HX COOTBeTCTBHE TpeGoBaHuAM [IpaBui
Ha/Jiexauei pou3BOACTBEHHON NMpakTUKU EBpa3HiiCKOro SKOHOMHYECKOIO COI03a.

Conclusion: APPROVED /
3axkmouenue: OJOBPEHO

Remarks: The Product confirms to ND/
Ilpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanmsaM HJI

Prepared by / [ToaroroeneHo:
D. Latha- Quality control-

Team Member 1 Ei

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

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoxureins
V. Prashanth - Quality Assurance- Team

Member " ‘4}0

Print Date /Jlata: 31-12-2024

Print Date /[Tata: 31-12-2024

Print Date /[lata: 31-12-2024 5




