Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A
Product : Cetrine film coated tablets, 10 mg
Mpoaykr  : Lerpuu® TabneTku, NOKPLITbIE MIIEHOYHOH 060109KOH, 10 MT -
Batch No / ¢ DB2203753 Batch Quantity / 687.600 KG / -
Cepus Ne O6bem mapTun 687,600 K" |
Analytical Report No / : 2002FP22002436 Date of Analysis / T 27-12-2022 -
|AnauTHYecKkuil oTueT Ne Jara amanmsa |
Date of Manufacture / ¢ 1172022 Date of Expiry / 10/2025
JMata npousBoacTBa I'open no

Analysis performed according ND / Anasus nposeaen mo H: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

(Ne  [Test/ IoxasaTens Result / PesynbTaThl _
White coloured, round, biconvex film
1 Description / Onncanne coated tablet with a breakline on one side.

White core on a cross section. / Kpyrisie
[IBOSKOBBINYKIble TabneTKU, MOKPBIThIE
IUICHOYHOW 006oNoukoil Oemoro 1BeTa, C
puckod Ha  onmHoW  cropoHe. Ha
IonepeyHoM paspese — sagpo Genoro
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. /
KpyTible JBOSKOBBIMYKIIbIE TabIeTKH,
[OKPBITBIE  TIIEHOYHOHW  060JIOYKOM
Genoro wnu moutH Oenoro uBera, c
puckoif Ha OAHON cTopoHe. Ha
HONEpEeYHOM pa3pese — SAPo oT Genmoro
no noutu Genoro upera.

7

Identification by HPLC/ Complies as prescribed /
[ToqmTUHHOCTE 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). /

BpeMmsi yOep>KHUBaHHS OCHOBHOTO

MHKa Ha XpoMarorpamme
HCIBITYEMOTO  pacTBOpa  HOJKHO
COOTBETCTBOBAaTh BpeMeHH
yIepKMBaHHS OCHOBHOIO TIMKa Ha
XpoMaTorpaMmme pacTBOpa
CTaHAApTHOro obOpasla LeTUpU3UHA
THOpoXTopraa (paznen

«KonnuecTBeHHOE ONPENETIEHUEN).

3 Average weight / Cpenuss 1916 mg / 191,6 Mr

191.0 mg + 3.0% (185.3 mg-196.7 mg) |
191,0 mr + 3,0% (ot 1853 Mr no

Macca
I o heeTwn) )
4 Water / Bona 3.4% wiw / 3,4% Not more than 8.0% w/w /
|He 6omee 8,0 % o ]
5 Uniformity of dosage units 32/32 The acceptance value (AV) should be
ONHOPOAHOCTE less than or equal to 15.0/
103MPOBaHMUA [Toxazartens npuemneMmoctu (AV)
imomxeH OBITE He Oonee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeaanne: IIpogykT cooTBeTcTBYET TpeboBanusm HJL Jakarwuenune: OJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS

CEPTHDOHUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg
Hpoaykr LeTpuH® TabNeTKH, TOKPBITHIE TNIEHOYHOW 0605104K0#,10 M _
Batch No / B2203753 Batch Quantity / 687.600 KG /
Cepus Ne B Ob6beM mapTHH 687,600 K[
Analytical Report No / 2002FP22002436 Date of Analysis / 27-12-2022
AnagauTHuecknii oT4er No Jdata anaauza
Date of Manufacture / 11/2022 Date of Expiry / 10/2025
Hata npousBoacTRa Togen fo

Analysis performed according ND / Anayius nposegen mo HJX: TT N013283/01-160919 (amend Ne 1 from

Ne

| Test / IloxazaTenn
Dissolution / PactBopeHue

Result / Pe3yanTaTsl
101%, 99%, 96%, 99%, 100%, 100%

| 12.05.2020 / uzm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 o1 07.10.2021)

Specification / Hopma

Not less than 80% (Q) of the |
labeled amount of
C21H25C1N203'2HC] (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmenee 80 % (Q) or
HOMHUHAIIBHOTO comepxaHus
C,1HsCIN,O5-2HCI (meTupuzuna
puruapoxaopun) yepes 30 muH. |

Impurities by HPLC/
PoacTeeHHBIE MPUMecH
LEeTHPH3NHA

a) Impurity A /
npuMecb A
b) Impurity B /
npumecs B
c) Impurity C/

npumMech C

d) Impurity D /
npuMecs D

e) Impurity E/
npumMeck E

f) Impurity F /
npnMech F

g) Any unspecified impurity

JTro6as equHUYHASA
HenaeHTUQULUPOBAHH
asl IPUMEChH

h) Total impurities / Cymma
npuMecen

Less than Limit of Detection
(LOD=0.005%)

Not detected / He obHapyxeHa

Not detected / He obrapyxena

Not detected / He o6Hapyxena

Less than LOQ (LOQ=0.023%)

Not detected / He o6Hapy>xeHa

0.06% / 0,06%

0.1% /0,1%

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

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

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

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

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

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

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

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

Remarks : The Product confirms to ND/
ITpumeuanne: ITpoayKT cooTBETCTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3axawuienne;: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Product : Cetrine film coated tablets, 10 mg T
Mponykr : TlerpnH® TabIeTKH, TOKPLITEIE TNIEHOYHOH 060m09Ko#,10 Mr B
Batch No / : B2203753 Batch Quantity / : 687.600 KG/
| Cepust Ne ] ObBem napruu 687,600 KI"
Analytical Report No / :  2002FP22002436 Date of Analysis / : 27-12-2022
Anaauruyeckuii oT9eT No Jarta ananusa
Date of Manufacture / : 11/2022 Date of Expiry / : 102025
JlaTa mponsBoacTBA Tonex 1o

Analysis performed according ND / Anasm3 npoegen no HI: [TN013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / nam. Ne 2 ot 07.10.2021)

Ne [ Test / MMoxazaTens Result / PesyabraTel Specification / Hopma
8 Microbial limits /
Muxkpobronorndeckas
HUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61uee yucno Menee 10 KOE/r He Gonee 1000 KOE/r

a3pOOHBIX MUKPOOPTaHH3MOB
Not more than 100 CFU/g /

b) Total combined yeasts and [Less than 10 CFU/g/ He 6onee 100 KOE/r
mould count / O6uiee uncno [Menee 10 KOE/r
IPOSKOKEBBIX W IIIECHEBBIX

rpubos Shall be absent in 1g / OrcyrcrBue B 1
Absent in 1g / OrcytctByeT B IT r

| ©eEecli | .

9 Assay / KonngecrBeHHoe 9.90 mg / 9,90 mr Each film coated tablet contains not|

ornpeneeHme less than 9.0 mg and not more than 11.0

mg C,;H,;CIN,O3-2HC1  (cetirizine
dihydrochloride) per tablet / Ot 9,0 Mr
pi(e) 1 1,0 Mr C211‘125C:11\1203'ZI‘IC]!|
(ueTMpu3uHA  AUTUAPOXJIOPH]) B

TabneTke.

10 Package / YnakoBka 10 tablets in PV C/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet |or 3 blisters and patient information
in a carton. / I'To 10 TabmeTok B leaflet in a carton. "In bulk" package:
[IBX/antomunueBom Gnucrepe. 1o 10 blisters in a carton. 252 cartons in
3 6ucTepa BMECTe ¢ HHCTPYKUMEH 1Mo master carton.
NPUMEHEHNIO YIIaKOBaHBI B [TaYKy / TTo 10 Tabnetox B
KapTOHHYHO. [BX/anromuHneBoM 6muctepe. Mo 2

uny 3 GiaucTepa BMECTe C
HHCTPYKIMEH TI0 TPHMEHEHHTO
yITaKOBaHKT B 11a9Ky KapTOHHYIO.
Vnakoeka  "in-bulk™: Ilo 10
GIIMCTEPOR MTOMEIIAIOT B KAPTOHHYTO
kopobky. Ilo 252 kapToHHBIE
KOpPOGKY MOMENAT B KapTOHHBEIH
Kopob..

11 Labeling / Mapkupogka According to ND / B cootsercraun ¢ HJI

12 'gorzgﬁ conditions/
XpaHeHWe

13 Shelf life / Cpox rognoctt |3 years / 3 rona

At temperatzre below 25 °C. /_le/l TCM];CEType He Bblle 25 °C.,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBanusm HJT Zaxaouenue: OJOBPEHO
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