Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product Cectrinc film coated tablets, 10 mg
Mpopykr  : Ilerpun® TabneTky, NOKpbIThIC MIEHOYHON 0601104K0iT,10 MT B -
Batch No / B2203797 Batch Quantity / : 687.600 KG/ i
|Cepusn Ne O6beM uapTum 687,600 KT
Analytical Report No / 2002FP22002494 Date of Analysis / p 23-12-2022
AHaauTHYecKkui oT4eT No B JaTta aHaau3a 1
Date of Manufacture / 11/2022 Date of Expiry / 10/2025 '
Jata npon3BoACTBA Topen a0

Analysis performed according ND / Anasms nposegen mo HJI: 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)

__N‘_’_ Est_/ Ioxasarenn

Result / PesyabTaThl

|
1 Description / Onucanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrisie
NBOSKOBBIMYKJIbIE TabneTky, MNOKPBITbIE
TieHO4HOM ofoloukoii Oemoro 1Beta, ¢
prckoif Ha  omHoH  cropoHe. Ha
norepeyHoM paspese - azapo Oenoro
[[BETA.

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. /
Kpyriible QBOSKOBBIMYKIIBIE TabJIETKH,
MOKPHITBIE  TUIEHOYHOW  00onoukoi
Geroro unu MoytH Oenoro uBera, ¢
pruckoil Ha onHOW cropome. Ha
TOTIEPEUHOM pa3pese — SAaPo oT Genoro
710 IOYTH 6€JI0ro UBETA.

| Identification by HPLC/
[TomnHHOCTE

o]

Average weigﬁ/ Cpem—rg
Macca

Water / Bona

S Uniformity of dosagTunE
/ OJIHOPOJTHOCTH
N03UPOBAHMA

Complies as presc;ibed /
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 reference standard
solution (section Assay). /

Bpemst yaepXWBaHWA OCHOBHOIO
nuKa Ha XpoMarorpamMmme
MCTIBITYEMOrO  pacTBOpa  JOJBKHO
COOTBETCTBOBATH BpeMEHH
yIaepKMBaHUS OCHOBHOTO TIMKa Ha
KpoMaTorpamMmme pacTBopa
cTaHmapTHOrO obpasua LeTHPU3HHA
rUIpoXIopraa (pazgen
«KonnyecTBeHHOE OnpenencHue).

| 187.9mg /187,9 mr

191.0 mg £ 3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0% (ot 1853 mr mo
196,7 Mr)

2.5% wiw /2,5%

- 28/28

Not more than 8.0% w/w /

He 6omnee 8,0 %

The acceptance value (AV) should be
less than or equal to 15.0 /
[TokaszaTens npuemiaeMocT (AV)
nofkeH ObITh He Oonee 15,0.

Remarks : The Product confirms to ND/
IMpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akarwuenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A
Product Cetrine film coated tablcts, 10 mg - B
Mpoaykr Llerpnb® 1abierki, HOKphITbic TNIEHOYHOH 000s01KoH, 10 MT
Batch No / B2203797 Batch Quantity / : 687.600KG/ ]
Cepun Ne O0bem napTun 687,600 KI"
Analytical Report No / 2002FP22002494 Date of Analysis / 23-12-2022
AnaguTH4YecKuii orver No - JlaTa aHajin3a
Date of Manufacture / 11/2022 Date of Expiry / 10/2025
ara npon3soacTBa T'onen ao

Analysis performed according ND / Anasms nposeaen mo H/: TT1 N013283/01-160919 (amend Ne 1 from
| 12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

h) Total impurities / Cymma
npuMmeceit

0.1% /0,1%

' Ne | Test / IlokazaTenb Result / PesyasTaThl Specification / Hopma |
6 Dissolution / PacTBopeHue 99%, 100%, 99%, 99%, 99%, 99% Not less than 80% (Q) of the
labeled amount of
'C21H25C1N203'2HC1 (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmenee 80 % (Q) ot
HOMWHATBEHOTO ConepxaHus
[ C, H,sCIN,05-2HCI (uernpuznna
| . nuruapoxnopun) yepes 30 muH.
7 Impurities by HPLC/
PoncreeHHbIE TIpUMeECH a) Not more than 0.2 % / ue 6onee 0,2
LIeTHpPU3UHA %
a) Impurity A / Not detected / He o6Hapyxena b) Not more than 0.2 % / He Gonee 0,2
[mpumecs A 0%
b) Impurity B / 0.01% /0.01% c) Not more than 0.2 % / He Gornee 0,2
|ﬂpnMe,CL B ) ? %
c) Impurity C/
nprmecs C Not detected / He o6Hapysena d) Not more than 0.2 % / xe 6onee 0,2
%
d) Impurity D / Not detected / He o6napyxena
npumech D ) Not more than 0.2 % / He 6onee 0,2
0,
e) Impurity E / . 035 &
.03%/0,03%
nprmeck E f) Not more than 0.2 % / He Gonee 0,2
f) Impurity F / Not detected / He oOHapyxeHa %
nmpuMechb F
g) Not more than 0.2% /
g) Any unspecified impurity | 962 / 0,06% He 6onee 0,2%
Jli06aa eqnunaHAs
HeMACHTHQUILIMPOBAHH h) Not more than 2.0% /
ad NpUMECh He 6ounee 2,0%

Remarks : The Product confirms to ND/
Hpumeuanue: IIpoaykr cooTBeTcTBYEeT Tpeboparamsm HL

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
Npopystr  : Lierpun® rabuerku, M0KpbIThie TUIEHOUHON 06onovkoit, 10 Mr
Batch No / B2203797 Batch Quantity / 1 687.600 KG/
| Cepus Ne o O6beM maprum 687,600KI"
Analytical Report No / 2002FP22002494 Date of Analysis / : 0 23-12-2022
AHaJUTUYeCcKHi oT4eT Ne ~ |/Mara anajguza
Date of Manufacture / 11/2022 Date of Expiry / 10/2025
JaTa npou3BoJACTBA I"opeu 1o

Analysis performed a;cording ND / Auaans nposeaen mo HJI: ITN013283/01-160919 (amend Ne 1 from
| 12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / usm. Ne 2 ot 07.10.2021)

Ne  [Test/ IloxazaTenn

Result / PesyabTaTsl

8 Microbial limits /
Mukpobuonorpueckas
HHCTOTA

a) Total aerobic microbial
count / Obuiee yucmo
a3poOHBIX MUKPOOPTaHW3MOB

b) Total combined yeasts and
mould count / Obmee ymcno
IPOMOKEBBIX W THIECHEBBIX

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

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

| Specification / Hopma __

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

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

rpru6oB Shall be absent in 1g / Otcyrcraue B 1
Absent in 1g / OrcyTcTByeT B 11 r
c) E. coli -
9 Assay / KonmngecTBeHHOE 9.96 mg /9,96 mMr Each film coated tablet contains not
oTpeneneHne less than 9.0 mg and not more than 11.0

mg C21H25CIN203‘2HC1

(cetirizine
dihydrochloride) per tablet / Ot 9,0 mr

B

mo 11,0 wmr  C; H,sCIN,O5-2HCI
(ueTupH3MHa JIUTHZIPOXIIOPHT)
TabnerkKe.

10 tablets in PVC/aluminum blister.

2 blisters and patient information leaflet in
a carton. / TTo 10 Tabuerok B
NBX/antoMuaneBoM Gnucrepe. [To

2 6rcTepa BMECTE C HHCTPYKIUEHR 110
NMPUMEHEHHIO YTTaKOBAHEI B TIAYKY

' According to ND / B cooTBeTCTBUM ¢ H_)I

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

ITo 10 Tabnerox B
[IBX/amomunnesom 6nuctepe. Mo 2
unu 3 6arctepa BMECTE C
WHCTPYKLMEN 110 IPUMEHEHHIO
YITaKOBAHBI B [TaYKy KaPTOHHYIO.
Vnakoka  "in-bulk™: Ilo 10
ONIMCTEPOB TTOMEIIAIOT B KAPTOHHYFO
kopobky. Tlo 252 kapToHHbIE
KOpOOKM TOMEUIAtOT B KAapPTOHHBIN
KOpob.

°C. /Ilpu Temnep

aType He Bbiie 25 °C.

10 Package / YnakoBka
KapTOHHY1O.
11 Labeling / MapxupoBka
2 Storage conditions / At temperature below 25
Xpanenue
1 Shelf life / Cpof< rOAHOCTH I3 years / 3 rona

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTBeTCTBYET Tpebopanmam HJT

Conclusion : APPROVED /
Jaxkawyenne: OJOBPEHO
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