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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
IIpoxyxr : Ilerpun® TabneTku, NOKpPBIThIE MNICHOUHOH 060104K0#,10 Mr o
Batch No / B2203499 Batch Quantity / 687.600 KG /
Cepus Ne O0beM napTun 687,600 KI'
Analytical Report No / 2002FP22002401 Date of Analysis / 12-12-2022
AHajinTHyeckuii orger Ne JlaTa ananusa
Date of Manufacture / 11/2022 Date of Expiry/ 10/2025
JlaTta nponssoacTea Toaen 10

Analysis performed according ND / Anaim3s nposenen no 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)

Ne ____Tist / Iloka3zarenn

Result / PesynbTaTsl

Specification / Hopma

White coloured, round_, “biconvex film

White or off white coloured, round,

[TognuHHOCTE

1 Description / Onicanue coated tablet with a breakline on one side.|biconvex film coated tablet with a
White core on a cross section. / Kpyrnsie|breakline on one side. White to off-
NBOSKOBBIMYKIIbIc TaONeTkH, MOKPLITEIEWhite cote oh a cross section. /
mIeHOYHOH oOoJioukoi Gestoro IBeta, ¢[Kpyriele XBOSKOBBITYKIIbIE TaGJIETKH,
puckoif Ha  onHoM  cropose. HalmokpbIThle NIEHOYHOM  060NOYKOM
MOTepedyHoOM paspese — sOpo Oenoro|besoro WM MOYTH Genoro uBeTa, ¢
[BETA. puckod Ha oaHOM cropone. Ha
OTIePEUHOM pa3pese — sapo oT Genoro
. o moutH 6eoro nBeTa. |
2 Identification by HPLC/ Complies as prescribed / The retention time of the main peak

CooTBeTCTBYET

3 Average weight / Cpennss
macca

190.7mg / 190,7 mMr

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). /

BpeMs yaepkHBaHHMS  OCHOBHOIO
nuKa Ha XpoMaTtorpaMmme
HCITBITYEMOTO ~ PacTBOpa  JOJDKHO
COOTBETCTBOBATH BpeMeHH
yIep>KUBaHUS OCHOBHOTO THKa Ha
XpoMaTorpamMmMe pacTBopa
craHgapTHoro obpasia LeTHpU3uHa
rHIpoXsIopraa (pazgen
«KonmuecTBeHHOE OTIpeieTICHHE»).

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

Water / Bona

3.2% wiw /3,2%

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

5 Uniformity of dosage units
OnHOpOAHOCTh
TO3UpOBAHUA

49/49

The acceptance value (AV) should be
less than or equal to 15.0/
[Tokazarens mpuemnemoctu (AV)
noikeH OBITH He Gonee 15,0.

Remarks : The Product confirms to ND/
Mpumeyanue: IIpoaykT cooTBeTCTBYET TpeboBanuam HJIT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product

Cetrine film coated tablets, 10 mg

Hpoaykr IleTpun® TableTKH, NOKPBITHIE MIEHOUHOMH 060104KO#R, 10 Mr

Batch No / B2203499 Batch Quantity / 687.600 KG /
|Cepus Ne O0beM HAPTHH 687,600 KI"
Analytical Report No / 2002FP22002401 Date of Analysis / 12-12-2022
AHanuTH4eckHi oTyer Ne JlaTa aHau3a

Date of Manufacture / 11/2022 Date of Expiry / 10/2025
JlaTa npousBoacTBa Toxen go

Analysis performed according ND / Ananus nposegen mo HJI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3m. Ne 2 ot 07.10.2021)

Ne | Test/ Ilokxa3zaTenn Result / PesyabTaTnt Specification / Hopma
6 Dissolution / PacrBopenue 98%, 100%, 100%, 101%, 100%, 100% |Not less than 80% (Q) of the
labeled amount of

C,1HsCIN,O5-2HCI (cetirizine
dihydiochloride) is dissolved in 30
minutes /

He w™enee % (Q) or
HOMHHAJIEHOTO coJiepaaHus
C21H25C1N203'2HC1 (LleTHpH3I/IHa
imuruapoxsopyun) uepez 30 MuH.

80

7 Impurities by HPLC/
PocTBeHHBIE TIPUMECH
[[ETUpU3HHA

a) Impurity A /
mpuMech A
b) Impurity B/
nmpumecst B
c) Impurity C/

npumecsk C

d) Impurity D /
npuMeck D

e) Impurity E /
npumMech E

f) Impurity F /
npuMecs F

g) Any unspecified impurity

JIrobasg equuugHas
HeuaeHTHhULIHPOBAHH
ast MpUMech

h) Total impurities / Cymma
npuMecei

Less than Limit of Detection
(LOD=0.005%)

Not detected / He o6HapyxeHa

Less than Limit of Detection
(LOD=0.006%)

Not detected / He o6napy>kena

Less than LOQ (LOQ=0.023%)

Not detected / He oOHapy:xeHa

0.06% / 0,06%

0.1%/0,1%

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

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

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

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

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

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

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

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

Remarks : The Product confirms to ND/
Ipumeuanne: IIpoaykr coorBeTcTBYET TpeboBaHusm HJTL

Conclusion : APPROVED /
3axkmwyenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
Hpoaykr LleTpun® TabieTKH, MOKPBITHIE TIIEHOYHOH 0605104KO#, 10 MI
Batch No / 32203499 Batch Quantity / 687.600 KG /
|Cepus Ne O0beM mapTHH 687,600 KI'
Analytical Report No / 2002FP22002401 Date of Analysis / 12-12-2022
AHanuTr4eckul oTuer No JlaTa aHamn3a
Date of Manufacture / 11/2022 Date of Expiry / 10/2025
JaTa npoussoacTBa T'ogen o
Analysis performed according ND / Anains nposexen mo HJI: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 or 07.10.2021)
Ne Test / ITokazaTesb Result / PesyanTaTnt Specification / Hopma B
8 Microbial limits /
Mukpobuornoruueckas
MHCTOTA
a) Total acrobic microbial Less than 10 CT'U/g / Not morc than 1000 CI'U/g /
count / O61ee uncno Menee 10 KOE/r He G6onee 1000 KOE/r
a3poOHBIX MUKPOOPTaHH3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6omee 100 KOE/r
mould count / O6iuee ancio  Menee 10 KOE/r
IPOMOKEBBIX W MIIECHEBBIX
rpuboB Shall be absent in 1g / OrcytcTue B 1
Absent in 1g/ OrcytcTByeT B I r
c) E. coli _ e
9 Assay / KonuvecTeeHHOE 10.03 mg /10,03 Mr Each film coated tablet contains nof
orpeneNeHue less than 9.0 mg and not more than 11.0
mg  CyHysCIN,O3-2HCI  (cetirizine
dihydrochloride) per tablet / Or 9,0 mi
o 11 ,0 Mr CQ_1H25C1N203'2HC|
(eTHpU3WHA  OUTHAPOXJIOPHW)I) B
rrabyeTke.
10 Package / Ynakoeka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet |or 3 blisters and patient information
in a carton. / [To 10 Tabnerok B leaflet in a carton. "In bulk” package:
[IBX/anmromunaneBoM 6nuctepe. [lo 10 blisters in a carton. 252 cartons in
3 6nuctepa BMecTe ¢ MHCTpyKIMel o |master carton,
MPUMEHEHHIO YITaKOBaHBI B TTA4Ky ITo 10 Tabnerok B
KapTOHHYIO. [IBX/amomunuesom Gimcrepe. [o 2
yny 3 GnucTepa BMECTE C
WHCTPYKLHEH 110 IPUMEHEHNIO
yTaKOBaHbl B MAYKy KAPTOHHYIO.
Vnakoeka "in-bulk": Tlo 10
GHCTEepOB TIOMEILAIOT B KAPTOHHYIO
kopobky. Tlo 252 kapToHHEBIE
KOpOOKM TOMELIAlOT B KapTOHHBIH
Kopob. |
11 Labeling / Mapkupogka According to ND / B cooteercTeun ¢ HJ|
12 Storage conditions / IAt temperature below 25 °C. / IIpn Temneparype He Bbiiie 25 °C.
XpaHeHue
13 Shelf life / Cpox roguoctn 3 years / 3 roga
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tponykr cooTBeTcTBYET TpeboBaHMIM HJI 3akawuenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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