CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHATH3A

Product Cetrine film coated tablets, 10 mg

Mponykr : LleTpun® TabmeTKH, MOKPLITbIE MIEHOIHOH 0601109K0#,10 MF - ]
Batch No / B2201321 Batch Quantity / : 340.210KG/

Cepus Ne Oo6bem napTuu 340,210KT" |
Analytical Report No / : 2002FP22000829 Date of Analysis / 25-04-2022
AHajauTHYecKu# oryer Ne |aTa ananu3a N

Date of Manufacture / 04/2022 Date of Expiry / 0372025

Jara npon3BOACTBA Togen 1o~

Analysis performed according ND / Anasus nposeaen mo HJI: TIN013283/01-160919 (amend Ne 1 [rom
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3M. Ne 2 o1 07.10.2021)

Specification / Hopma

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. /
Kpyrnble OBOSKOBBITYKIIBIC TabIETKH,
NOKPBITbIE  TUIEHOUIION  060N0uKOH
feroro wiaM mo4YTH Oenoro IBera, ¢
puckoit Ha omHON cropone. Ha
NIOINIEPEYHOM pazpese — AAPo oT Gesroro
10 TIOYTH OeJIoro 1BETA.

Ne Test / IloxazaTenb Result L_ Pe3yanTaThbl
White coloured, round, biconvex film
1 Description / Onucanue coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnsie
NBOSKOBBIMYKJIbIe TabNeTKW, IOKPHITHIE
MNeHOYHOM o6omoukoil Oenoro 1BeTa, C
puckoii Ha onHo#t  croponc. Ha
morepeyHoM paspese — sAapo Oernoro
IBeTA.
2 | Identification by HPLC/ Complit_es as p;escribed /
[ToanuHHOCTE CooTBeTCTBYET
[
3 | Average weight / Cpenusia 1879 mg / 187,9mr
Macca
4 Water / Bona 2.7% wiw / 2,7%
5 Uniformity of dosage units 5.0/5,0 -
/ ONHOPOAHOCTH
MO3HPOBAHMUS

| 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). /

Bpemst ymepXHBaHWS OCHOBHOTO
nHKa Ha Xpomarorpamme
MCILITYEMOr0  pacTBopa  JOMKHO
COOTBETCTBOBATh BpeMeHU
yIepXKUBaHUs OCHOBHOIO IHMKa Ha
XxpoMaTorpaMmme pacTBOpa
CTaHAapTHOTO 00paslia LETHPHU3NHA
CHIPOXIIOpUAA (paznen
«KonnuecTBeHHOE ONpeIENICHNE ).

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 Mr + 3,0% (or 1853 mr o

[196,7 mr)

Not more than 8.0% w/w /

~ |He 6onee 8,0 %

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokazatens npuemaeMocti (AV)
nmomkeH OuITh He Goee 15,0.

Remarks : The Product confirms to ND/
Hpumevanue: ITpoaykT cooTBeTcTBYET Tpebosanusm HJI

Conclusion : APPROVED /
Zaxaouenne: OJJIOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg -
MpoaykTt Llerpun® TabMETKH, MOKPBIThIE MIEHOYHON 0605104K0#,10 M B
Batch No / B2201321 Batch Quantity / : 340210 KG/
Cepns Ne - Ob6bem mapTuu 340,210KT"
Analytical Report No / : 2002FP22000829 Date of Analysis / 25-04-2022
AHaJMTHYeCKHIi oTyeT No Jarta ananusa
Date of Manufacture / 04/2022 Date of Expiry / 03/2025
JlaTa npoM3BOACTBA Toaen 10

Analysis performed according ND / Ananus nposeaen o HI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uam. Ne 2 ot 07.10.2021)

Ne | Test/MokasaTenn

Specification / Hopma :

Result / Pe3yabTaTst

6 Dissolution / PacTBopeHue

98%, 99%, 96%, 98%, 97%, 97%

7 Impurities by HPLC/
PoncTBeHHBIE TIPUMECH
UEeTHPU3UHA

a) Impurity A /
npumMech A
| b) Impurity B /
npumecs B
c) Impurity C/

npumecsk C

d) Impurity D /
npumecst D

e) Impurity E /
npumeck E

f) Impurity F /
npumecs F

g) Any unspecified impurity

JIro0as cunHudHas
HeWAECHTH UL POBaHH
ast IPUMech

h) Total impurities / Cymma
npumecei

Not detected / He oGHapysxena

Less than LOQ (LOQ=0.010%)
Not detected / He oOHapyskeHa

Not detected / He o6HapyxeHa

0.03% /0,03%

Not detected / He o6napy>xena

0.10% / 0,10%

0.1% /0,1%

Not less than 80% (Q) of the
labeled amount of
C21H25CIN203'2HC1 (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He Menee % (Q) ot
HOMMHAJILHOTO COJIEpXKaHNs
C,1H,5CINyO5-2HCI (ueTmpusuna

80

imurugpoxnopun) yepes 30 MuH.

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

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

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

d) Not more than 0.2 % / e Gonee 0,2
%

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

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

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

Ih) Not more than 2.0% /
He 6omee 2,0%

Remarks : The Product confirms to ND/
IIpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBaunam HJJ

Conclusion : APPROVED /

3axkmouenue: 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

CEPTHOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
Mpoayxr LleTpuH® TabieTKH, MOKPLIThIE MIIEHOYHOH 06onoukoi, 10 Mr
Batch No / B2201321 Batch Quantity / : 340.210KG/
| Cepust Ne O6nem mapTuu 340,210 KI'
Analytical Report No / : 2002FP22000829 Date of Analysis / 25-04-2022
AHaauTHYeCKHH oTyeT Ne JaTta anaausa
Date of Manufacture / ¢ 04/2022 Date of Expiry / 03/2025
JlaTa npou3BOACTBA T"onen o

Analysis performed according ND / Ananus n_poseneﬂ mo HII: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

Ne
8

Test / [loka3aTean

Result / Pe3yabpTaTnl

Microbial limits /
Muxkpobuonoruyeckas
HHUCTOTA

a) Total aerobic microbial
count / O6uee yucno
a’3poOHBIX MUKPOOPTaHN3MOB

b) Total combined yeasts and
mould count / Obmee uucio
IPOYXOKEBBIX W TMIECHEBBIX
rpuboB

) E. coli

Assay / KonngecTBeHHOE
ompeneeHne

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

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

Absent in 1g / OtcyTcTByeT B IT

| Specification / Hopma
|

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OrcytcrBue B 1
r

9.63 mg /9,63 Mr

Each film coated tablet contains not
less than 9.0 mg and not more than 11.0
mg C2|H25C1N203‘2HC] (cetirizine
Eihydrochloride) per tablet / Ot 9,0 mr]

o 11,0 MT C21H25C1N203‘2HC]
l(IJ,eTPIpI/BI/IHa JIUTUIPOXIIOPUIT) B
TabJeTKe.

10

11

Package / YnakoBka

Labeling / Mapkuposka

12

13

10 tablets in PVC/aluminum blister.

a carton. / ITo 10 Tabnerok B
[IBX/antomunueroM Onucrepe. [To

3 6rucTepa BMecTe ¢ MHCTPYKLIHEHN 110
MPUMEHEHUIO YTTAKOBAHEI B TTAYKY
KapTOHHYIO.

3 blisters and patient information leaflet in

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 TabneTok B
[IBX/amoMunneBom 6mmctepe. ITo 2
uin 3 6nucrepa BMeCTe C
MHCTPYKIUEH 10 TPUMEHEHHIO
yIIAaKOBAHEBI B IAUKy KapTOHHYIO.
Vmakoska  "in-bulk": Tlo 10
ONMHUCTEPOB MOMELIAIOT B KAPTOHHYIO
kopobky. Ilo 252 xapToHHBIE
KOpOoOKH TIOMEIIAlOT B KapTOHHBIHN
K0pob.

According to ND / B coorsercTarn ¢ HJI

Storage conditions /
X paHeHue

Shelf life / Cpox rognoct

3 years / 3 roma

At temperature below 25 °C. / HpI/I_TCMHepaType He BBILIE 25 °C.

Remarks : The Product confirms to ND/
Mpumeuanne: [Tpoaykt cooTBeTcTBYET TpeboBanmsam HJI

Conclusion : APPROVED /
3axuouenue: OJOBPEHO
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