Dr. ﬁeddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LieTpun® TabneTky, MOKPHITHIE TNIEHOYHOH 060104K0i, 10 Mr

Market / Poivok : Russia / Poccust

Batch No. / . B2500925 Batch Quantity / 955 KG /955 KT

Cepnsa Ne Paszmep cepuu

Analytical Repovrt No./ - 2002FP25000765 Date of Analysis / 31-03-2025

AHaauTH4yeckHii oryer No JlaTa ananusa

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

JaTa npousBoacTBa TogeH no

Mfg. License No. / MA number: /

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

JuneH3us No

Analysis performed according ND / Ananus nposeaen no HJ/I: JITI-Ne(005456)-(PI'-RU)-150524

Ne 1Test / Iloka3aTenn

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. / Kpyriisie

IUICHOYHOM 000J104K0M 0eNoro 1Bera, ¢

pUCKOM Ha OHHOI  CTOpOHE.
MOMepeyHOM paspe3e — sagpo Oenoro,
LIBETA.

TBOSIKOBBIMTYKIIBIE TaOneTkH, mNoKpuiThieKpyribie

Hanourn Gemoro uBera, ¢ puckoii Ha OIHOMN

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

IBOSIKOBBIILYKJIBIC TabJIeTKy,
MOKpPEIThIE MIEHOYHON 06010uKOii 6etoro uim

cropone. Ha momepeduHoM paspese [Apo o7
Gestore 1o moyTH 6eN1oro HBETA.

2 Identification /
NnenTuduxanus

HPLC / BOXX

The retention time of the main peak in the
chromatogram of test solution comply
with the retention time of the main peak

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

in the chromatogram of Cetirizine
Hydrochloride reference standar
solution. /

CTAHIAPTHOTO  pacTBOpa
THOPOXJIOPHUIA.

BpeMs yIep:KUBaHHUsA OCHOBHOT'O IHKa HaXxpoMaTorpaMmme
XpOMaTorpaMMe HCITBITYEMOTO PacTBOPAJAOIKHO
COOTBETCTBYET BpPEMEHH YAEPKUBAHHAYAEPKUBAHHA
OCHOBHOTO IHMKAa Ha XpOMAaTOrpaMMeEXpoMarorpamMmMme
LETUPH3HHALIETHPH3HHA

reference standard solution (section "Assay").
peMA yOepKHUBaHUsS OCHOBHOIO IMHKa H:]

UCHBITYEMOTO  PacTBOP

COOTBETCTBOBATh BPEMEHH
OCHOBHOT'O THKa Hi
CTaHNAPTHOTO  PacTBOP

THIPOXJIOpHIA (paznen

«KonnuectBeHHOE ONpeeNieHHe»).

Conclusion: APPROVED /

Remarks: The Product confirms to ND/
Ipumeuanue: Ilpogykr cooTreTcTBYET TpeboBanusm HJT

3axmouyenue: OJJOBPEHO

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

Team Member g

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

Approved by: Manager/Executive /
OnoGpeno: Menemxkep / PykoBonurens
Ajay Kumar - Quality Assurance- Team
Member a)

]

Print Date /MaTta: 31-03-2025

Print Date /Oara: 31-03-2025

Print Date /[Tata: 31-03-2025




Dr. Reddy’s ‘%.‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJM3A

Product: Cetrine film coated tablets, 10 mg

Hpoayxr: LeTpuH® TabIeTKH, NOKPHITHIE MIIEHOYHOH 060104K0i, 10 MT

Market / Poinok : Russia / Poccus

Batch No. / . B2500925 Batch Quantity / 955 KG /955 KT

Cepusn Ne Pasmep cepun

Analytical Repourt No./ . 2002FP25000765 Date of Analysis / 31-03-2025

AvaauTudecknii oTyeT Ne Jara aHann3a

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

JlaTta npons3BoacTBa T'onen ao

Mfg. License No. / MA ber: /

TIpoH3BOACTBeHHAs : 63/RR/AP/96/F/R am oer JIT-Ne(005456)-(PT-RU)
Homep PY

Junensust Ne

Analysis performed according ND / Asanu3 nposeaen no HJI: JITI-Ne(005456)-(PT'-RU)-150524

INe Test / Iloka3zaTenn

Result / Pe3ynbraTsi

Specification / Hopma

UV- spectrophotometry /
Y ®- cnektpodoroMeTpus

Water content/
Coaepxanne BoJbl

“]

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
xhibit maxima absorbance at about the same
wavelengths with an allowed variation of +2
tutl. / Y O-CLHERTPBE HULULIEHNS MULIBLLYEMUL'Y
pactBOpa M CTaHJApTHOIO  pacTBOpa
LIETHpPH3HHA THApOXJIOpuaa B obmactu ot 200
imo 400 HM pNO/KHBI HMMEThP MaKCHMYMBEI
MOT/IOLIEHHs TIPH OJHOH M TOH ke JJIUHE
BOJIHBI C JOITYCTHMBIM OTKJIOHEHHEM £ 2 HM.

2.6% wiw /2,6%

INot more than 8.0% /
He Goee 8,0 %

Uniformity of dosage units /
OIHOPOAHOCTH J03HPOBAHHBIX
eIHHHI

3.1/3,1

Acceptance value (AV) should be not more
than 15.0 / INokazarens npuemaeMocty (AV
mosikeH ObiTe He Gonee 15,0.

Dissolution / Pacrsopenne

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

INot less than 80% (Q) of the labeled amount
of C21HosCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) OT HOMHUHANEHOTO COAEPKAHUSA
C21H25CIN203-2HC (eTupusuHa
uruapoxaopua) yepes 30 MuH.

Remarks: The Product confirms to ND/

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

Ipumeuanue: [Ipoaykt cootBeTcTByeT Tpeboranuam HJI

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

Team Member g

Checked by / IIpoBepeHo:

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

Approved by: Manager/Executive /
Opobpeno: Menemxkep / PykoBoautens

. Ajay Kumar - Quality Assurance- Team
Member 0o

cd

Print Date /JTata: 31-03-2025

Print Date /Jara: 31-03-2025

Print Date /JTata: 31-03-2025




Dr. Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJU3A
Product: Cetrine film coated tablets, 10 mg
Ipoayxr: letpnu® TabieTky, NOKpbITHE NIIEHOYHOH 0605104K0#, 10 MT
Market / Peinox : Russia / Poccust
Batch No. / . B2500925 Batch Quantity / 955 KG /955 KI"
Cepusn Ne Pazmep cepumn
Analytical Repovrt No./ . 2002FP25000765 Date of Analysis / 31-03-2025
AnanuTadeckHii oTuer Ne JIaTa aHaJIH3a
Date of Manufacture / . 13-03-2025 Date of Expiry / 29-02-2028
JlaTta npon3BoACTBA Toaen mo
Mfg. License No. / MA number: /
IIpou3BoaCTBEeHHAS : 63/RR/AP/96/F/R ) JITI-Ne(005456)-(PT-RU)
Howmep PY
JHIeH3ns1 Ne
Analysis performed according ND / Anasius nposeaen mo HJI: JITT-Ne(005456)-(PI'-RU)-150524
Ne Test / [lokazaTenn Result / PesyabTaThI Specification / Hopma
6 Impurities / Ilpumecn .
Less than Limit of Detection (LOD =
Impurity A / 0.005%) / Hmxe npenena obHapyxeHUsA
TIpuMecs A (ITO = 0,005%) Not more than 0.2 % / ve 6onee 0,2 %
Impurity B /
| lpumecs B Less than LOQ (LOQ = 0.010%) / Hinke [Not more than 0.2 % / He Guiee 0,2 %o
Impurity C / npenelia KOJMHYSCTBEHHOTO OIpeleNIeHUs
[Ipumecs C (ITKO = 0,010%) - |Not more than 0.2 % / He 6onee 0,2 %
Impurity D /
ITpumecs D Less than Limit of Detection (LOD =  [Not more than 0.2 % / ne 6onee 0,2 %
Impurity E / 0.006%) / Hipke npeaena oGHapyXKeHUs
[Mpumecs E (T10 = 0,006%) Not more than 0.2 % / e 6onee 0,2 %
Impurity F /
IMpumecs F Not detected / He o6Hapy>keHa Not more than 0.2 % / ne 6onee 0,2 %
Any individual unidentified 0.02% / 0,02%
impurity / Jlro6as equHIaHas Not more than 0.2 % /
HeuneHTHHIMpoBaHHas npumeck |Less than Limit of Detection (LOD = |ne 6onee 0,2 %
0.015%) / Hke npenena oOHapy>KeHHs
(I10 = 0,015%)
Total impurities / 0.07% / 0,07% Not more than 2.0% /
CyMMa npuMecei He Gonee 2,0%
0.1%/0,1%
7 Assay / KonnyecTBennoe Not less than 9.0 mg and not more than
ompeaejieHHe 10.02 mg / 10,02 mMr 11.0 mg Cz1H2sCIN203-2HCI (cetirizine
100.2% / 100,2% dihydrochloride) in tablet (between 90,0 %
fand 110,0 % of label claim)./ Ot 9,0 Mr 10

Remarks: The Product confirms to ND/
Ilpumeuanne: IIpoaykr coorBeTcTBYeET TpebopanmsimM HIT

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

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

Team Member L‘Q_,

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

Approved by: Manager/Executive /
Ono6Gpeno: Menemxep / PykoBoauTens
Ajay Kumar - Quality Assurance- Team
Member A

cd

Print Date /JTata: 31-03-2025

Print Date /Tara: 31-03-2025

Print Date /Iara: 31-03-2025




Dr. Reddy’s Q‘:'.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

MpoayxT: LleTpnH® TableTKHU, TOKPHIThIE NNIEHOYHOH obonoukoi, 10 Mr

Market / Poinox : Russia / Poccus

Batch No./ : B2500925 Batch Quantity / 955 KG /955 KT

Cepus Ne Pa3mep cepun

Analytical Repovrt No./ . 2002FP25000765 Date of Analysis / 31-03-2025

AnaguTHdecKkHii oTyeT Ne JaTa anajiusa

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

JlaTa npon3BoacTBa Tonen no

Mfg. License No. / MA ber: /

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

JauueH3us Ne

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

Ne

Test / TlokazaTenn

Result / PesyabTaTht

Specification / Hopma

1 1,0 Mr Cz]stCINzOfZHCI (LlB‘I’H]JHSHHa
LManpoxnopm) B tabnerke (ot 90,0 % no
110.0 % OT HOMHHAIBLHOTO COJIEPIKAHMS ).

8 Subdivision of tablets /
JleneHue Ta01eTOK

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. /
TabneTkH COOTBETCTBYIOT TpeOOBAHUAM, €CITH
He Gonee 1 emMHUYHAs Macca OTKJIOHAETCS 32
npenens 85%-115% ot cpeaHelt Maccel.
TabieTkn He COOTBETCTBYIOT TpeOOBaHUAM,
ecni Gonee yeM 1 MHAMBUOYaNTEHAS Macca
OTKIOHAETCS OT 3TUX NPEAeIIOB HIH, eclH 1
MHIMBHAYyanbHas Macca OTKJIOHAETCS 3a
npenens 75%-125% oT cpenHeii MacChI.

9 Microbiological purity* /
MuxkpoOuoaoruyeckas
yucToTa*

a) Total aerobic microbial count /
Ob1ee yucio a3poOHBIX
MHUKPOOPIraHH3MOB

b) Total combined yeasts and
mould count / Obmee yucio

IPOXOKEBBIX U IUVICCHEBBIX FpI/I60B

c) E. coli

Not Applicable

Not Applicable

Not Applicable

INot 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/ OtcyrctBue B 1 1

Remarks: The Product confirms to ND/

IIpumeuanue: IIponykt coorBeTcTBYET Tpebosanusm HII

Conclusion: APPROVED /
3axawuenne: OJOBPEHO

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

Team Member g

Checked by / IIpoeepeHo:
KV.V.
control- Team Member

Satyanarayana- Quality

Approved by: Manager/Executive /

Opo6peHo: MeHemkep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team
Member

A

Print Date /Ilara: 31-03-2025

Print Date /[lata: 31-03-2025

Print Date /Mara: 31-03-2025




Dr. R‘eddy’s 1‘:‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
IMpoayxkr: Llerpun® TabneTky, NOKpHITHIE INIEHOYHOH 060104K0i, 10 Mr

Market / PbiHOK : Russia / Poccus

Batch No. / . B2500925 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepun

Analytical Rep(irt No. / - 2002FP25000765 Date of Analysis / 31-03-2025

AHanuTHYECKHIT oTdeT No Jara aHaau3za

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

JlaTa npousBoacTea T'onen go

Mfg. License No. / MA ber: /

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

JHIeH3Hs Ne

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

I} Test / IloxazaTens

Result / PesyabTaThl

Specification / Hopma

10 Package / Ynakoska

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information
leaflet in a carton. / ITo 10 Tabnetok B
[MBX/TTABX//antomMurueBoM GiucTepe.
[To 2 6mucTepa BMecTe ¢ TUCTKOM-
BKJIabILIEM YIIAKOBAHEI B [AYKy

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

[To 10 TabneTok B
[IBX/TTIBX//antomunnerom 6nucrepe. ITo 2
win 3 GiucTepa BMECTE C JIHCTKOM-

KapTOHHYIO.

BKNAABILIEM YITAKOBAHEI B IIA4YKY 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 / ITpoBOAHTCS IPOH3BOAMTENEM NPH BLIYCKE TIEPHOMUECKH: [T Kasoi 20-0if cepuu WM He MeHee 1
pasa B rof. Ilokazatens MoxeT 6bITh He BKodeH B CeprudukaT aHanuza GUpMBL.

Remarks: The Product confirms to ND/
IIpumeyanne: IIpoaykt coorBercTByeT TpeboBanuaM HJI

Conclusion: APPROVED /
3axarwdenne: OJOBPEHO

Prepared by / [Togroroeneso: Checked by / IlporepeHo:
D. Latha - Quality control-

Team Member ng/-

control- Team Member

K.V.V . Satyanarayana- Qualify

o

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

A

Print Date /JTata: 31-03-2025

Print Date /Jlata: 31-03-2025

Print Date /[ara: 31-03-2025




Dr. R"eddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

I poayxT: Lerpru® TabneTku, NOKpPHITHE IIeHOYHOH 060104Koi, 10 Mr

Market / PoIHOK : Russia / Poceus

Batch No. / . B2500925 Batch Quantity / 955 KG / 955 KI"

Cepust Ne Pazmep cepun

Analytical Repovrt No. / . 2002FP25000765 Date of Analysis / 31-03-2025

AHajuTHYecKnii oTyeT Ne Jara ananmsza

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

JlaTa npou3BOACTBA T'ogen no

Mfg. License No. / MA ber: /

TIpoM3BOACTEeHHAS : 63/RR/AP/96/F/R S JI1-Ne(005456)-(PT-RU)
Homep PY

JHneH3us Ne

Analysis performed according ND / Anaans nposexer mo HJI: JITI-Ne(005456)-(PI-RU)-150524

API name / Haumenoauune APC:

Cetirizine dihydrochloride / LHernpusnHa IMTHAPOXIJIOPU,

INN /MHH:

Cetirizine / Uernpuzun

Homep cepun cy6cranuun npoussoautens LJID:

API manufacturer batch number / BT00-24076
Homep cepun npousBoautesa ADC:
FP Manufacturer API Batch number / FBRAO0613

API Manufactured by & country /
HpousBoautens ADC, crpana:

Glochem Industries Pvt. Ltd., India /
I'nmoxem Mupactpuec IeT. JITA., Maous

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanmenoBaHHe, agpec, JHUEH3US IS
IIpousBoacTBenHas maowaaka / Ilnomaaka KOHTpoJIst
KavecTBa / Ilnomaaka Beinycka

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). / IlpoussoactBeHHoe noapasaenerue-1I,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynannu
Bumtamk, bauynannu Margan, Meguan Manakamkripu
Juctpuxt — 500090, mrrar Tenanrana, Muaus (JInnensus 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».

3axmodenne o coorBercTenn: «HacTosmmm 1 moATBep:Kaao, YToO NpUBEICHHAs BbIlle HHpOPMALMA ABIAETCA NOCTOBEPHOM H
TOYHOH. DTa cepus NPOAYKUMH Ipou3BeneHa (BK/IIOYas YNAKOBKY (MapKHPOBKY) W KOHTpOJIb KadecTBa) Ha BBILICYKA3aHHOM
NpOM3BOACTBEHHOM IuIomanke (IUIomankax) B MOJHOM COOTBETCTBHH ¢ TpeGoBaHUsAMU TIpaBun Hajnexame Mpou3BOACTBEHHON
npakTuky EBpasuiickoro skoHommyeckoro coroza (GMP/EAEU/RU/00573-2022) u TpeGoBaHMAMM KOHTPOJS KadyecTBa
JIEKAPCTBEHHBIX CPEJCTB, & TAKke B COOTBETCTBHU CO ClELU(UKALMAMH, COOEPKAMUMHUCS B PECHCTPALIHOHHOM JIOChE CTPaHBI-
UMIIOpTepa. 3aM|CH O NMPOM3BO/CTBY, YNAKOBKE H aHANM3Y MPOBEPEHEL, H YCTAHOBIEHO MX COOTBETCTBHE TpeborauuaM [Ipasun
HaUIeKALIei NPOU3BOICTBEHHOM NPakTHKH EBpa3zHiickoro 3kOHOMHUYECKOTO COIO3a».

Remarks: The Product confirms to ND/
IIpumeuanue: ITpoaykT cooTBeTCTBYET Tpebosanusm HIT

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Iloarorosnexo: Checked by / ITporepeHo:
D. Latha - Quality control- K.V.V . Satyanarayana-

Team Member | g control- Team Member

Qual'!ty

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykopomurens
Ajay Kumar - Quality Assurance- Team
Member A

A

Print Date /ara: 31-03-2025

Print Date /[Jata: 31-03-2025

Print Date /JTaTta: 31-03-2025




