Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Cetrine film coated tablets, 10 mg

MpoaykT T{eTpHH® TabNETKH, TIOKPBITEIE MIEHOYHOH 0601104K0#,10 MF -
Batch No / B2201605 Batch Quantity / : 687.600 KG/
|Cepusn Ne O0bem napTtiiu 687,600 K"
Analytical Report No / : 2002FP22001087 Date of Analysis / 30-05-2022

| AHaIMTHYECKHIT oTHeT Ne Jarta anaau3a

Date of Manufacture / 05/2022 Date of Expiry / 04/2025

JlaTa Ipou3BOACTBA TI'onen o

Analysis performed according ND / Anaans nposeaen mo HJ: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

L3

1

Test / IlokazaTean

Description / Onicanve

Result / PesyabTaThl

Specification / Hopma

[White coloured, round, biconvex film

coated tablet with a breakline on one side.
White core on a cross section. / Kpyrieie
IBOSKOBBIMYKJIbIE TaONeTKU, MNOKPBITEIE
IeHOYHO# .00070uKoi OeNoro uBeETa, €

pUCKOW  Ha  ONHOW  CTOpOHE.

Ha

momepeuHoM paspese — Aapo Genoro

[IBCTA.

white core on a cross section.
MOKPBITEIE  TITEHOYHOM

pucCKOif Ha OJHOM CTOpOHE.

10 MOYTH OEJIOro LBETA.

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

Kpyrible OBOSKOBBITYKIIbIE TalJIETKH,
ob6onoykoit
feroro MM MmouyTH Oe€Joro LBeETa, ¢
Ha
MOIMEPEYHOM pa3pese — AAPo oT Gemoro

Identification by HPLC/
[TonnHHOCTD

Complies as prescribed /
CooTBeTCTBYET

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 relerence  standard
solution (section Assay). /

BpeMss yaepXuBaHUS OCHOBHOTO
HKa Ha XpoMaTorpamMMe
UCIIBITYEMOTrO  PacTBOpa  JIOJIDKHO
COOTBETCTBOBATh BpPEMCHH
yIEpPXKUBAaHUS OCHOBHOTO THKa Ha
XpoMarorpaMmMe pacTBoOpa
CTaHAapTHOro obpasla LEeTHpU3UHA
rHIpoXNopuia (paznen
«KonmniecTBeHHOE ONpENIENICHNED ).

Average weight / CpeaHss
Macca

| water / Boga

189.2mg / 189,2wmr

196,7 mr)

2.5% w/w /2,5%

Not more than 8.0% w/w /
He 6onee 8.0 %

Uniformity of dosage units
OJHOPOOHOCTH
MO3MPOBAHUA

3.6/3,6

less than or equal to 15.0 /
[Tokasarens npuemineMoctu (AV)
imomkeH ObITH He Oonee 15,0.

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 1853 wMr mo

The acceptance value (AV) should be

Remarks ; The Product confirms to ND/

I pumeyanue: ITponykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenne: ONOBPEHO
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CERTIFICATE OFF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg )
Mpoaykr LeTpuu® TabeTky, MOKPBITBIE TITEHOUHOW 060109K0M. 10 M B - N
Batch No / B2201605 Batch Quantity / : 687.600 KG/
Cepust No - - ' Odbem napiuii 687,600 KI" J
Analytical Report No / : 2002FP22001087 Date of Analysis / 30-05-2022
AHaaHTHYeCKHi1 oTyeT No JlaTa anaansa
Date of Manufacture / 05/2022 Date of Expiry / 04/2025
Jdata npoM3BoJCTBA Topen o |

Analysis performed according ND / AHaJm3 nposeaen mo H: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / yzm. Ne 2 ot 07.10.2021)

Ne Test / TlokaszaTean
6 Dissolution / PactBopenue

Rg_sult / Pe3yibTaThl

Specification / Hopma

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

Not less than 80% (Q) of the
labeled amount of
C,;Hy5CIN,0O53-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He MeHee % (Q) or
HOMHMHANEHOTO COAEPIKAHUA
‘C21H25C1N203-2HC1 (ueTnpusuHa
{muruapoxnopun) yepes 30 MuH.

80

7 | Impurities by HPLC/
POJICTBCHHHC pUuMecn
HETUPpHU3NHA

a) Impurity A /
npuMech A
b) Impurity B /
npuMecs B
| c) Impurity C/

rpumech C

d) Impurity D /
npumeck D

e) Impurity E /
nmpuMech E

f) Impurity F /
npumecs F

g) Any unspecified impurity

JIro6as enyHugHas
HeuaeHTUPUIIMPOBAHH
iast TPHUMeCh

h) Total impurities / CymmMa
npumecei

Less than Limit of Detection
(LOD=0.005%)

0.01% /0,01%

Not detected / He o6HapyxeHa

Not detected / He o6Hapyxena

Less than LOQ (LOQ=0.023%)

Not detected / He obHapy:keHa

0.08% / 0,08%

0.1%/0,1%

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

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

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

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

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

{fy Not more than 0.2 % / ve Gonee 0,2
[ %

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

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

Remarks : The Product confirms to ND/
IpumMeuanue: TIpodyKT cOOTBETCTBYET Tpebosannam HJI

Conclusion : APPROVED /
3axnwuenue: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg i
MpoaykT [eTprH® TabNETKH, TIOKPHITHIE TUIEHOYHON 0601104k 0,10 MT o
Batch No / B2201605 Batch Quantity / : 687.600 KG/ N ]
Cepusi Ne B O0beM HapTHH 687,600 KI"
Analytical Report No / : 2002FP22001087 Date of Analysis / 30-05-2022
AHasuTHYecKHii 0T4eT Ne N Jata anaau3sa
Date of Manufacture / 05/2022 Date of Expiry / 04/2025
JlaTa NMpon3BoOACTBA T"onen 10

Analysis performed according ND / Ananus nposeaen mo H/: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / usM. Ne 2 ot 07.10.2021)

Result / Pe3yabTaThi

No Test / llokazaTeanb

8 Microbial limits /
MukpoGronornueckas
JUCTOTA

a) Total aerobic microbial
count / Obee uncno
a3poBHBIX MUKPOOPTraHU3MOB

b) Total combined yeasts and
mould count / O61ee yncno
NPOMCKEBBIX 1 TIIECHEBBIX
rpuboB

c) E. coli

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

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

Absent in 1g / OTcyTcTBYeT B IT

| Specification / Hopma

Not 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 / Orcyrcrsue B 1
r

9 Assay / KonuuecTeeHHOe
ompeneneHne

9.80 mg /9,80 mr

Each film coated tablet contains not|
less than 9.0 mg and not more than 1 1.0
mg C21H25C1N203‘2HC1 (CC[iI'iZil’lC‘
dihydrochloride) per tablet / Ot 9,0 mr

nmo 11,0 wr 021H25C1N203-2HC1|
(ueTnpuzuHa JIUTAAPOXIIOPU) B
TableTke.

10 tablets in PVC/aluminum blister.

a carton. / TTo 10 TabneTok B
([IBX/amomunneBom 6nucrepe. I1o

3 GmicTepa BMecTe ¢ HHCTPYKIHEH 110
MPYMEHEHHIO YTIaKOBaHBI B TTAUKY

According to ND / B cootBercTByun ¢ HJ|

3 blisters and patient information leaflet in |or 3 blisters and patient information

10 tablets in PVC/aluminum blister. 2

leaflet in a carton. "In bulk" package:
10 blisters in a carton. 252 cartons in
master carton.

/ TTo 10 TabneTok B
[TBX/aromunneBom 6nuctepe. ITo 2
unu 3 GnucTepa BMecTe
WHCTPYKUMEHN 110 IPUMEHEHHIO
yIaKoBaHbl B TA4YKy KapTOHHYIO.
Vnakoska  "in-bulk™: Tlo 10
OIHCTEPOB TTOMEIIAIOT B KAPTOHHYO
kopobky. Ilo 252 xapToHHBIE
KOpOOKH TOMEIIa0T B KapTOHHBIN
KOpob.

10 Package / Ynakopka
KapTOHHYIO.
11 Labeling / Mapknposka
2 Storage_conditions /
Xpanenue
13 Shelf life / Cpok roaHocTH

3 years / 3 ropma

At temperature below 25 °C. / Tlpn Temnepatype He Bbiwe 25 °C,

Remarks : The Product confirms to ND/
IMpumeuanue: [TpomykT cooTBeTCTBYET TpebopannsaM HJT

Conclusion : APPROVED /
3axarouenne: OJOBPEHO
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