Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg |
Mpogykr : LleTpun® TabneTku, MOKPLITBIE TIEHOWHOH 0607104K0H,10 MT _|
Batch No / : B2301560 Batch Quantity / 687.600 KG /
Cepust Ne O6bem naprun 687,600 KT" -
Analytical Report No / : 2002FP23001430 Date of Analysis / : 08-06-2023
AHaJHTHYECKHI oTaeT Ne Jara ananmiza
Date of Manufacture / 1 04/2023 Date of Expiry / 03/2026
JlaTa NMpoM3BOACTBA I'oneH no _

Analysis performed according ND / Anasus nposeaed mo HJ: TI N013283/01-160919 (amend Ne 1 from

12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3am. Ne 2 ot 07.10.2021)

1

Ne _'msﬁ ITokaszatean

Description / Onmcanmne

| Result / PesyabTaTsl

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one side.

‘White core on a cross section. / Kpyrisie
BOAKOBBIMYKJIBIC TabIETKH, MNOKPLITHIE

mieHo4YHOoi oOoNouykoi Oeloro mBera, c

puckoii Ha  ojmHoit  cropoHe. Ha
nonepeyHoM paspese — sAapo Genoro
BETA.

White or off white coloured, round,
biconvex film coated tablet with a
breakline on one side. White to off-
white core on a cross section. /
Kpyriible IBOSKOBBINYKITBIE TaONETKH,
MOKPBITBIE  TUIEHOYHOW  060I0YKOM
Genoro wiam mouTH Genmoro upera, ¢
prucko Ha omHoil cTopoHe. Ha
MOTepeuHoOM pas3pese — sIpo oT 6enoro
10 noyTH 6€Noro UBeTa.

Identification by HPI.C/
[TopIMHAOCTD

Complies as prescribed /

COoOTBETCTBYET

The retention time of the main peak
in the chromatogram of test solution
should correspond to the retention
time of the main peak in the
chromatogram . of cetirizine
dihydrochloride reference standard
solution (section Assay). /

BpeMss yOepKWBaHWUSA  OCHOBHOIO
1171 %1 Ha XpomarorpaMMe
UCHBITYEMOI0  pacTBOpa  HOJDKHO
COOTBETCTBOBATh BpPEMEHU
yIOep>KUBAHNS OCHOBHOT'O THKa Ha
XpomarorpaMme pacTBopa
cTaHAapTHOro o6pa3na LeTHpH3MHA
ruapoxaopuaa (pazmen
«KonudecTBeHHOE ONpeEIETICHUE) ).

Average weight / Cpegnss
Macca

Water / Bona

189.9mg / 189,9 mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr + 3,0% (ot 185,3 Mr mo
196,7 Mr)

3.2% wiw / 3,2%

Not more than 8.0% w/w /
He 6omee 8,0 %

Uniformity of dosage units
OxHOpOAHOCTH
\103MPOBAHHS

4.6/4,6

The acceptance value (AV) should be
less than or equal to 15.0/
[TokazaTesib npueMnemMocTi (AV)
momkeH OBITH He Oonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: ITpoayxT cooTBeTCTBYET TpeboauusaM HJI

Conclusion : APPROVED /
Jaxuwouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Cetrine film coated tablets, 10 mg_

Product

IMponyxt etpnu® TabIeTKH, TOKPBITEIE TUIEHOYHOM 0601109K0#, 10 MT B

Batch No / : B2301560 Batch Quantity / 687.600 KG/

Cepus Ne B O6beM mapTiu 687,600 KT

Analytical Report No / : 2002FP23001430 Date of Analysis / 08-06-2023

| AHanuTHYecKHii oTyeT No JaTa anajausa

Date of Manufacture / : 04/2023 Date of Expiry / 03/2026

Jlara nponsBojIcTBA TI'ogen 1o |

Analysis performed according ND / Anauuz npoeaen mo HJI: TT N013283/01-160919 (amend Ne 1 from
| 12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / nam. Ne 2 ot 07.10.2021)

E | Test / [Toka3zaTexanb

Result / Pe3yabTaThl

Dissolution / PacTeopeHune

Specification / Hopma B
97%, 96%, 98%, 95%, 94%, 97% Not less than 80% (Q) of the
labeled amount of

C2]H25C1N203'2HC1 (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmeHee % (Q) or
HOMWHAJIBHOTO coIepXKaHus
C,HysCIN,O5-2HCI (neTupuznna
nurnapoxyopun) yepes 30 Mun.

80

7 Impurities by HPLC/
POI[CTBCHHBIC TpUMECH
HETUPU3NHA

a) Impurity A /
npumecs A
b) Impurity B /
npruMechk B
c) Impurity C/
npumech C
d) Impurity D /
npuMecs D

La) Impurity E /
nprMeck E

f) Impurity F /
npumeck I

g) Any unspecified impurity

JIro6ast emHAYHAS
HEMJAEHTU(PHULIUPOBAHH
ast TIPUMECh

h) Total impurities / Cymma
npumMecei

Less than LOQ (LOQ = 0.019%) / Huxe
npejena KoJMNYeCTBEHHOTO OTPEeNIeHUS
(TTKO = 0,019%)

Less than LOQ (LOQ = 0.010%) / Huxe
TipefieNia KOJIMIeCTBEHHOTO OTTpeNeneHus
(TTIKO = 0,010%)

0.02% / 0,02%

Less than LOQ (LOQ = 0.003%) / Huxe
npejesia KoNUIeCTBEHHOTO ONpeeneHus
(TIKO = 0,003%)
Less than LOQ (LOQ = 0.023%) / Huxe
npeled KOJIMYECTBCHHOTO OTIpEeneneHNs
(TTKO = 0,023%)

Not detected / He o6HapysxeHa

0.09% / 0,09%

0.2%/ 0,2%

a) Not more than 0.2 % / He Gonee 0,2
%

b) Not more than 0.2 % / ne 6onee 0,2
%

c) Not more than 0.2 % / ve 6onee 0,2
%

d) Not more than 0.2 % / He 6omnee 0,2
%

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

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

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

h) Not more than 2.0% /
He 6omnee 2,0%

Remarks : The Product confirms to ND/
Mpumeuanne: [Ipoaykt cooTBeTCTBYET Tpeboanusam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 4

Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg o
MpoayxT LleTpuH® TabNeTKH, MOKPBITEIE MICHOYHOW 060/104K0M, 10 M o
Batch No / : B2301560 Batch Quantity / 687.600 KG /
Cepus Ne O6nLeM nNapTHu 687,600 KI'
Analytical Report No / : 2002FP23001430 Date of Analysis / : 08-06-2023
AHaJHTHYECKHIT oT4yeT Ne B HMata apnaausa
Date of Manufacture / : 04/2023 Date of Expiry / 03/2026
JlaTa npoM3BoCTBA Tonen 1o

Analysis performed according ND / Anasnu3 npogegen no HJI: TIN013283/01-160919 (amend Ne 1 from

a) Total aerobic microbial
count / O61uee uucio
a3poOHBIX MUKPOOPTaHW3MOB

b) Total combined yeasts and
mould count / Obee yncno
IIPOOKEBBIX ¥ TTECHEBBIX

Ne [Test/Iloxazateab |

8 Microbial limits /
Muxpobuonornueckas
MUCTOTA

Result / Pe?.X_Jl_bTaTbl

Less than 10 CFU/g /
Menee 10 KOE/r

Less than 10 CFU/g /
Menee 10 KOE/r

12.05.2020 / uzm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3aM. Ne 2 ot 07.10.2021)

Specification / Hopma

Not more than 1000 CFU/g /
He 6omnee 1000 KOE/r

Not more than 100 CFU/g /
He Gonee 100 KOE/r

rpubos Shall be absent in 1g / Orcyrcreue B 1
Absent in 1g / OTcyTcTBYET B 1T r
) E. coli _
9 Assay / KonmuecTBeHHoOe 10.00 mg / 10,00 mr Each film coated tablet contains nof
onpeaeieHIe less than 9.0 mg and not more than 11.0

mg  C,yHysCIN,O3-2HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 M1

10 1 1,0 MTI’ C21H25C1N203'2HC]
(ueT¥pU3MHA  AUTMAPOXIIOPUA) B
TabJyeTke.

10 tablets in PVC/aluminum blister,

3 blisters and patient information leaflet
in a carton. / ITo 10 TabneTok B
TIBX/amomunueBoM 6nmrcrepe. 1o

3 Gmcrepa BMecTe ¢ MHCTPYKIMEH 1O
TIPUMEHEHNIO YITaKOBaHBI B 11a4Ky
KAPTOHHYIO.

10 tablets in PVC/aluminum blister. 2
or 3 blisters and patient information
leaflet in a carton. "In bulk" package:
10 blisters in a carton. 252 cartons in
master carton.

/ Tlo 10 TabreTox B
ITBX/amomunnesom Gucrepe. TTo 2
uinn 3 Gnucrepa BMecTe ©
MHCTPYKLMEl 1T0 TPUMEHEHHIO
yI1aKoRaNbl B 1TAaYKy KapTOHHYIO.
Vmakoska  "in-bulk™:  Ilo 10
GIMCTEPOR TOMEWAFOT B KAPTOHHYTO
kopobky. Tlo 252 KapTOHHBIE

| According to ND / B cootsereramn ¢ HJI

KOpoOKH TIOMEINAIOT B KapTOHHEIH
Kopob.

10 Package / YnakoBka
11 Labeling / MapkupoBka
12 Storage conditions /
X paHenue
13 Shelf life / Cpok romsoct

IAt temperature below 25 °C. / Tlpu Temnep

aType He Bhime 25 °C.

3 yegrs /3 ronma

Remarks : The Product confirms to ND/
INpumeuanue: ITpoaykt cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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