Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IMpoaykr: IerpuH® TabneTku, NOKPBITHE IIEHOYHOM 000moukoit, 10 Mr

Market / PeiHox : Russia / Poccus

Batch No. / . B2404224 Batch Quantity / 955 KG / 955 KI'

Cepus Ne Pasmep cepun

Analytical Repourt No. / . 2002FP24003167 Date of Analysis / 31-12-2024

AHanuTHYecKHii oTueT No Jarta anajau3za

Date of Manufacture / : 20-12-2024 Date of Expiry / 30-11-2027

Jara nponssoacTea T'ogen no

Mfg. License No. / MA ber: /

TpouseoACcTBeHAAs : 63/RR/AP/96/F/R i — JITT-Ne(005456)-(PT-RU)
Homep PY

Junensus Ne

Analysis performed according ND / Anaans nposegen mo HJI: JIII-Ne(005456)-(PT'-RU)-150524

Ne est / IloxazaTennb

Result / Pe3yabTaTsl

Specification / Hopma

1 . |Description / Onucanne

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on cross section. / Kpyrieie

MICHOYHO# 000J0uYKoll Genoro ugera, ¢

pHUCKOM Ha OHHOH  CTOpOHE.
[IOIIEpEeYHOM paspe3e — sapo 6esnoro
uBera. -

BOSIKOBBINYKIbIE TaOJIETKH, MOKpHIThIeKpyrisie

Hanouru Genoro npera, ¢ puUCkoif Ha OAHOMN

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

JBOSIKOBBITYKJIBIE TabJIeTKy,
MOKPBITHIE MICHOYHOM 0607104K0H 6en0T0 MIH

cropoHe. Ha momepeuHoM paspesze sapo o7l
Genoro 1o mouty 6ejoro upeTa. -

2 Identification /
Nnentuduxanus

HPLC / BOXKX

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 thef
chromatogram of Cetirizine Hydrochloride

Hydrochloride reference standardreference standard solution (section "Assay").
solution. / j?pema YACPKHBaHUSA OCHOBHOTO TIHMKa H
Bpems ynep>KMBaHHSA OCHOBHOIO ITHKA HAXPOMATOrpaMMe  HCIBITYEMOTo pacmopj
XpOMaTOrpaMMe HCIBITYEMOTO PacTBOPaIOIKHO COOTBETCTBOBATH BpEMeHH
COOTBETCTBYET BPEMEHH YAEPIKUBaHHAYIEPKHUBAHUL OCHOBHOTO THKa H
OCHOBHOTO IIHKa Ha XpOMaTOrpaMMEXpoMaTorpamMMeé  CTaHJapTHOTO pacnaop:j
CTaHOAPTHOTO PACTBOpa LIETHPH3HHA|UETHPH3MHA TUAPOXJIOpHIR (paznen
rHAPOXJIOpUAA. «KonuuectseHHOE onpeieieHue).

Remarks: The Product confirms to ND/
Ipumeqanue: ITpoaykr coorsercTByet TpeboBanusm HJI

Conclusion: APPROVED /
3akmwouenne: OJJOBPEHO

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

Checked by / IIpoeepeHo:

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

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

Memb
ember mj\{b’ﬂ

Print Date /JTata: 31-12-2024

Print Date /Mara: 31-12-2024

Print Date /Jlata: 31-12-2024 L




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: HerpHH® TabNeTKH, MOKPHITHE TIICHOYHOM 06010uK0i, 10 M

Market / Poisok : Russia / Poceust

Batch No. / . B2404224 Batch Quantity / 955 KG/ 955 KT

Cepus Ne Pazmep cepun

Analytical Repovrt No./ . 2002FP24003167 Date of Analysis / 31-12-2024

AHanuTu4yeckuii oTyeT Ne JaTa ananuza

Date of Manufacture / . 20-12-2024 Date of Expiry / 30-11-2027

JaTa npon3BoacTBa T'onen go

Mfg. License No. / MA ber: /

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

Junen3us Ne

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

Ne est / Iloxasarens

Result / Pe3yabTaTsl

Specification / Hopma

UV- spectrophotometry /.
'V@- cnektpodoromerpus

Complies / CooTBeTcTByeT

he 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 ®-CreKTpsI MOTJIOMEHHUS HCIIBITYEMOTO
pacTBOpa M CTaHOAPTHOTO  pacTBOpal
LeTHpHY3MHa ruapoxyiopuia B obmactu ot 200
o 400 HM [ODKHEI HMETh MaKCHMYMEI
MOrJOMEHHs IpU OOHOM M TOH e MIJIMHE
BOJIHBI C OMYCTHMBIM OTKJIOHGHHEM * 2 HM.

Water content/
Copep:xaHue BOABI

3.4% wiw / 3,4%

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

Uniformity of dosage units /

e MHNIL

OIIHOPOJIHOCTB AO3HPOBAHHBIX

2.1/2,1

Acceptance value (AV) should be not more
than 15.0 / Ilokazarens npuemneMoct (AV)
\nomkeH OvITh He Gonee 15,0.

Dissolution / PacTBopenue

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

Not less than 80% (Q) of the labeled amount
of Cz1H25CIN2O3-2HCI (cctirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMHHAJILHOTO COAEPMKAHNSA
C21H25CIN2O3-2HCI (uerupuzuna
lnuruapoxaopun) yepes 30 MuH.

Remarks: The Product confirms to ND/
ITpumeuanne: Ilponykr cooTBeTcTBYET TpeboBanusM HI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

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

Team Member 2

Checked by / Ilpoeepeno:
K.V.V. Satyanarayana - Quality
control- Teamn Member

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoaurelb
V. Prashanth - Quality Assurance- Team

Member
Wity

Print Date //]aTa: 31-12-2024

Print Date /Hata: 31-12-2024

Print Date /Hata: 31-12-2024 {
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Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Hponyxr: Lletpua® TableTky, NOKPHITHIE MNICHOYHOI 060s0ukoi, 10 Mr

Market / Poinok : Russia / Poccus

il hi g . B2404224 Batch Quantity /. 955 g G /955 kT

Cepus Ne Pazmep cepun

Analytical Repovrt No./ . 2002FP24003167 Date of Analysis / . 31-12-2024

AHaautHdecknii oruer Ne JlaTa ananu3za

Date of Manufacture / . 20-12-2024 Date of Expiry / . 30-11-2027

JlaTa npoM3BOACTBa TI'ogen no

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND / Ananns nposeges mo HJL: JII-Ne(005456)-(PT'-RU)-150524

o |Test / Iloxa3zarenn Result / Pe3ynbTaThl Specification / Hopma
6 Impurities / IIpumecn Less than Limit of Detection (LOD =
0.005%) / Huxe npenena obHapyxeHus
Impurity A / (ITO = 0,005%)
[Ipumecs A Not more than 0.2 % / ne 6onee 0,2 %
Impurity B/ Less than LOQ (LOQ = 0.010%) / Huxe
[Mpumecs B npeaena KonH4YecTBeHHoro onpeaenerusNot more than 0.2 % / He Gonee 0,2 %
Tmpurity (/ (TTKO = 0,010%)
[Tpumecs C - Not more than 0.2 % / He 6onee 0,2 %
Impurity D / Less than Limit of Detection (LOD =
[pumecs D 0.006%) / Huwxe npenena obHapyxenus [Not more than 0.2 % / He 6onee 0,2 %
Impurity E / (ITO = 0,006%)
Ipumecs E Not more than 0.2 % / He 6oxee 0,2 %
Impurity F / Not detected / He oGuapyxeHa
Ipumecs F Not more than 0.2 % / He 6onee 0,2 %
0.03% /0,03%

Any individual unidentified
impurity / JIio6as enunnyHas Less than Limit of Detection (LOD = Not more than 0.2 % /
HenpeHTHUUKpOBaHHas npuMecs [0.015%) / Huke npenena obHapyxeHus (ae Gonee 0,2 %

(110 = 0,015%)

0.05% / 0,05%
'Total impurities / Not more than 2.0% /
Cymma npumecei 0.1%/0,1% He 6onee 2,0%
7 Assay / KonnuecTtBennoe Not less than 9.0 mg and not more than
onpeneieHHe 11.0 mg C;1HosCIN,O3-2HCI (cetirizine

dihydrochloride) in tablet (between 90,0 %

e B B and 110,0 % of label claim)./ Ot 9,0 Mr 20

0, 0,
SRS D 11,0 mr C2H,5CIN203-2HCI (uertnpusuna

imurunpoxiopun) B tabnerke (ot 90,0 % oo

110,0 % OT HOMHHAJIFHOI'O CONEPKAHMA).
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanne: IIponykt coorBercTBYyeT TpeboBanusam HJT 3akaouyenune: OJOBPEHO
Prepared by / ITonrorosieHo: Checked by / TIpoBepeHo: Approved by: Manager/Executive /
D. Latha- Quality control- K.V.V. Satyanarayana - Quality Onobpeno: Menemxep / PykoBonuresns
Team Member control- Team Member A_’, V. Prashanth - Quality Assurance- Team

%’_ Member
i)

Print Date /Mara: 31-12-2024 Print Date /Mara: 31-12-2024 Print Date /[lara: 31-12-2024 N
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Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: Herpun® TabneTku, MOKPEITHIE IIEHOUHOH 060104K0if, 10 Mr

JHIeH3ua No

Market / Poinok : Russia / Poccnst

Batch No. / . B2404224 Batch Quantity / 955 KG / 955 KT

Cepusa Ne Pa3zmep cepun

Analytical Repourt No./ . 2002FP24003167 Date of Analysis / 31-12-2024

AHanuTuyecKHii oTyeT No Jarta aHaau3za

Date of Manufacture / . 20-12-2024 Date of Expiry / 30-11-2027

JlaTa mpon3BoacTBa T'omen go

Mfg. License No. / MA ber: /

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

Analysis performed according ND / Ananu3 nposenen nmo H: JITI-Ne(005456)-(PT'-RU)-150524

\Ne Test / llokazaTenn Result / Pe3yabraTsi

Specification / Hopma

8 Subdivision of tablets /
JlesieHne Ta0IeTOK

Complies / CooTBeTCTBYyET

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, ECITU
He Gonee 1 eMMHHUYHAs Macca OTKIIOHSAETCS 3a
npenenst 85%-115% ot cpenHeli Macchl.
TabGneTkH He COOTBETCTBYIOT TPEOOBaHHAM,
ecnu Oosee yeM | MHOUBHUOYyaJIbHAS Macca
OTKJIOHAETCA OT STHX NPEIESIOB HIH, eciu 1
HHAMBHMIYallbHas Macca OTKIIOHAETCS 3a
npenens 75%-125% ot cpenHeii Macchl.

9 Microbiological purity* /
MHuKkpoduOoIOrHYecKas
4HCTOTa*

a) Total aerobic microbial count /
Obmee yucao aspobHBIX
MHUKPOOPTaHU3MOB

b) Total combined yeasts and

mould count / O6wiee yucio
IPOMOKEBBIX M TUIECHEBBIX TPHUGOB

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 6onee 100 KOE/r

Shall be absent in 1g/ OtcyrctBue B 1 r

Remarks: The Product confirms to ND/
Ilpumeuanue: IIpoxykT cootBercTBYeT TpebosaHusam HJI

Conclusion: APPROVED /
3axkmouenne: OJOBPEHO

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

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

Approved by: Manager/Executive /
Opo6peno: Meremxkep / PykoBoauTenb
V. Prashanth - Quality Assurance- Team

Member W@

Print Date /ara: 31-12-2024

Print Date /Mata: 31-12-2024

Print Date /qara: 31-12-2024




Dr.Reddy’s “5.‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Hpoaykr: Herpun® TabyieTkH, MOKPHITHIE INICHOYHO#H 00605109K0#, 10 Mr

JnueH3us Ne

Market / PoiHOK : Russia / Poccns

Batch No. / . B2404224 Batch Quantity / 955 KG / 955 KT

Cepust Ne Pasmep cepun

Analytical Repovrt No./ - 2002FP24003167 Date of Analysis / 31-12-2024

AHasimTHYecKMii oTyeT Ne Jarta ananusa

Date of Manufacture / . 20-12-2024 Date of Expiry / 30-11-2027

JlaTa npoH3BOACTBA Topen no

Mfg. License No. / MA number: /

Ilpou3BoaCTBeHHAS : 63/RR/AP/96/F/R ' JITT-Ne(005456)-(PT"-RU)
Homep PY

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

No Test / IokasaTens Result / PesyabTatTe

Specification / Hopma

10 Package / YnaxoBka

KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient information |or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 Tabnerok B
[BX/TIABX//amomunnesom Gaucrepe.
ITo 3 GnucTepa BMECTE C IUCTKOM-
BKJIJIbILIEM YIIaKOBaHB! B MauKy

10 tablets in PVC/PVDC//aluminum blister. 2

a carton. /

[To 10 Tabnerok B
[IBX/TTABX//anromuHuesoM bmaucrepe. 1o 2
WK 3 GycTepa BMECTe C JIMCTKOM-
BKJ/IA/IBILIEM YIIAKOBAHbI 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 / IIpoBoguTCs IpOU3BOAMTENEM NPH BBITYCKe MIEPHOIMYECKH: A Kaxkaoit 20-oi cepuH UM He MeHee 1
paza B rox. ITokazaTens MoxeT OBITh He BKIMOYeH B CepTr(HUKaT aHaNH3a GHUPMEL.

Remarks: The Product confirms to ND/
IIpumevanue: ITpoaykt cooTBercTBYeT Tpebopanusm HJI

Conclusion: APPROVED /
3axknwuenne: OJJOBPEHO

Prepared by / IloorotoeineHo: Checked by / IIpoBepeHo:
D. Latha- Quality control-

Team Member 5 Z 3
/

control- Team Member

K.V.V. Satyanarayana - Quality

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

[ Member [«N(Y}D

Print Date /darta: 31-12-2024

Print Date /Hara: 31-12-2024

Print Date /ata: 31-12-2024




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Letpru® TaGneTky, MOKpPHITHIE MIEHOYHON 0605104

Koii, 10 Mr

Market / PeiHOK : Russia / Poccus

Batch No. / . B2404224 Batch Quantity / 955 KG / 955 KT

Cepust Ne Pa3smep cepuu

Analytical Repovrt No./ . 2002FP24003167 Date of Analysis / 31-12-2024

AHanuTHYECKHId oTyeT No JlaTa aHaausa

Date of Manufacture / . 20-12-2024 Date of Expiry / 30-11-2027

JlaTa npou3BOACTBA T'ogen o

Mfg, License No. / MA number: /

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

anuen3us Ne

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

API name / Haumenosanne AD®C:

Cetirizine dihydrochloride / Lletupy3nHa QUIHAPOXJIOPHL

INN / MHH:

Cetirizine / lletupuzua

API manufacturer batch number /
Howmep cepun npouzsogurenss ADC:

BT00-24065, BT00-24061

FP Manufacturer API Batch number /
Homep cepun cyGeranuuu npoussoaurens I'JId:

FBRA00563, FBRA00567

API Manufactured by & country /
Ilpoussoaurens ADC, crpaHa:

Glochem Industries Pvt. Ltd., India /
I'noxem Hupacrpuec IeT. JITA., UHnua

Name, address, authorization No for FP ’
manufacturing site / Control site / Release site /
HaunmeHnoBaHHe, aapec, IUIEH3UA A1
IlpousBoacTBenHas muomagka / [lnomanaxa KoHTpoIs
kavecrBa / Ilmomaaka 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). / TlpousBoncTBeHHOE nopasaencHue-II,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, Bauynaniu

Bumnamk, Bauynannu Manpan, Meguan ManakaOkrups
Muctpukt — 500090, wrar Tenanrana, Muanusa (Jluuensus 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».

3aKII04UeHHe 0 COOTBeTCTBHH: «HacTOAIMM 5 MOATBEPIKAAIO, YTO TIPHBEACHHAS BhIIE HHQOPMAIMs ABNAETCA AOCTOBEPHOH U
TO4HOM. DTa cepud NPOYKIWMU MpOM3BeleHa (BKMIOYas yNMakoBKY (MapKHPOBKY) M KOHTPOJb KauecTBa) Ha BBIICYKa3aHHOH
NPOM3BONCTBEHHOH TUIoMa/Ke (IUIOMAKaX) B IOJHOM COOTBETCTBHH ¢ TpeGoBaHuamu [Ipasun Hajuiexalleil NPOH3BOACTBEHHOM
npakTukd EBpasuiickoro skoHomudeckoro coroza (GMP/EAEU/RU/00573-2022) wu TpeGOBaHMAMH KOHTPOJS KadecTBa
JIEKApCTBEHHBIX CPEJICTB, a TakKe B COOTBETCTBUH CO CHEIM(HKALMAMY, COAESPKAIUUMKCS B PETUCTPALIOHHOM JIOChE CTPaHBI-
MMIIOpTepa. 3amicH Mo MPOH3BOJCTRY, YNIAKOBKE M aHAIN3Y MPOBEPEHEI, ¥ YCTAHOBJIEHO MX COOTBETCTBUE TpeGoBaHKAM IIpaBu
HaJuleXKalei NpoU3BOACTBEHHON pakTHKY EBpa3uiicKOro SKOHOMHYECKOrO COrO3ay.

Remarks: The Product confirms to ND/
Ipumeuanwe: Ipoaykr coorBercTBYeT TpebGoaHsim HII

Conclusion: APPROVED /
Zaxmouenue: OJJOBPEHO

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

Team Member \ g

Checked by / ITpoeepeHo:

K.V.V. Satyanarayana - Qualit
control- Team Member &,‘

Approved by: Manager/Executive /
OnoGpeno: Menemxep / PykoBomurenb
V. Prashanth - Quality Assurance- Team

Member \ M/’p

Print Date /Hara: 31-12-2024

Print Date /JTata: 31-12-2024

1

Print Date /JTata: 31-12-2024




