Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
[Product Celtrine film coated tablets, 10 mg
Mpoaykr [leTpun® TabieTku, NOKPLITLIE NAEHOYHO} 06os0uKOoli, 10 MT
Batch No / B2300031 Batch Quantity / 1 687.600 KG/
Cepust Ne N — Oo6nem naprun 687,600 KI' o
Analytical Report No / 2002FP23000076 Date of Analysis / : 13-01-2023
AHAJHTHYEeCKHI oTUeT No JlaTa aHaJmM3a
Date of Manufacture / 2 11/2022 Date of Expiry / 10/2025
JlaTa Mpou3BoOACTEA I'osen g0

Analysis performed according ND / Ananus nposegen no HJI: TTN013283/01-160919 (amend Ne 1 from

12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 o1 07.10.2021)

/ OMHOPOOHOCTH
NO3MPOBAHUA

Ne [ Test/ Mokasatens Result / PesyabTaTh!l | Specification / Hopma
White coloured, round, biconvex film| White or off white colourcd, round, |
| Description / Onucanue coated tablet with a breakline on one side. biconvex film coated tablet with a
White core on a cross section. / Kpyrnwie|breakline on one side. White to off-
IMBOSIKOBLINTYKIIblE TaONETKH, TNOKpbIThle|white core on a cross section. /
nneHouHol obonoukoil 6Genoro LBeta, c|Kpyrisie HBOSKOBLITYKIbIe TaGieTKH,
puckoii  Ha  omHOH  cTopoHe.  Ha|mokpeiThle  TEHOWHOW  oboiouKoi
nomepeuHoM paspese — sapo Gemoro|Gesoro wim noutd Oenoro usera, ¢
uBeTa. puckoit Ha opHOW cTopone. Ha
ToTlepedHOM paspese — AAPo oT Genoro
= 10 TOYTH OENOro LBETA.
2 Identification by HPLC/ Complies as prescribed / The retention time of the main peak
[ToMMHAOCTD CooTBeTCTBYET 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  ymepXwBaHWs OCHOBHOTO
nvka Ha XpomarorpamMme
UCTIBLITYEMOTO  pacTBOpa  JOMKHO
COOTBETCTBOBATh BpEMeH!
yIEepKUBAaHHUSA OCHOBHOTO [MHKa Ha
XpoMmarorpamMmme pacTBopa
CTaHIapTHOTO oOpasua UeTHpHU3NHa
ruapoxnopuaa (pazgen
«KosinuecTBEHHOE OTIPENENIEHNEY).
3 Average weight / Cpemssis 190.7mg / 190,7 mr 191.0 mg £ 3.0% (185.3 mg-196.7 mg)
Macca 191,0 mr = 3,0% (ot 185,3 Mr mo
=1 196,7 mr)
4 Water / Bopa 2.8% wiw / 2,8% Not more than 8.0% w/w /
= L He 6omee 8,0 %
5 Uniformity of dosage units 45/4,5 The acceptance value (AV) should be

less than or equal to 15.0/
[[Tokasarens npuemnemMocTn (AV)
{momxeH ObIThL He Gonee 15,0.

Remarks : The Product confirms to ND/
TMpumeuanne: [MpoxykT cooTBeTcTBYET Tpeboranusm HII

Conclusion : APPROVED /
Jakarouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg
IMpoaykr [{eTpuH® TabneTku, MOKPLITLHE 11EHOUHOI 00010uKOH, |0 MT
Batch No / B2300031 Batch Quantity / : 687.600 KG/
(Cepug Ne ~ |O0bem naprun 687,600 KI'
Analytical Report No / 2002FP23000076 Date of Analysis / 1 13-01-2023
AHANHTHYECKHI oTueT No JaTa aHaiH3a
Date of Manufacture / : 11/2022 Date of Expiry / 10/2025
|laTa npou3BoACcTEA Toxen 10

Analysis performed according ND / Ananus nposexen no HJ: TIN013283/01-160919 (amend Ne ] from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3m. Ne 2 ot 07.10.2021)

Ne  |Test/Tokasatens

Result / PesyabraTol

‘Specification / Hopma

¢

Dissolution / PacTBopcHUC

101%, 100%, 99%, 100%, 99%, 99%

Mot lees than 80% (Q) of the
labeled amount of
C,,HAsCIN,05-2HCI (cetirizine
dihydrochloride) is dissolved in 30

minutes /
% (Q) or

He menee
HOMWHAJIbHOTO conepskanus

80

{C1/H»5CIN,O5-2HCI (uetupmsiina

nurugpoxstopia) tepes 30 mui.

PoncTeennsIe npuMecH
UeTHPHU3VIHA

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

d) Impurity D /
npumecst D

e) Impurity E /
npumecs E

f)y Impurity F /
npumecs F

JIro6Gas equHUnas
HeVIeHTUQUIINPOBAHH
fast npumech

npumecei

7 Impurities by HPLC/

9) Any unspecified impurity

h) Total impurities / Cymma

Not detected / He obnapyxena

Less than LOQ (LOQ=0.010%)
Less than LOQ (LOQ=0.017%)

Not detected / He o6napy»xena

0.03% /0,03%

Not detected / He o6napykena

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 Gonee 0,2
%

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

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

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

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

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

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

Remarks : The Product confirms to ND/
TMpumeuanne: [Tpoaykr cooTBeTcTBYET Tpebosanusm HJ[

Conclusion : APPROVED /
Zaxkmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUHMUKAT AHAJTM3A

Product Cetrince film coated tablets, 10 mg
(Mpoaykr  : LUerpun® Ta0NETKU, NOKPLIThIE WIeHOUHOI 0005104KO0H, 10 ME
Batch No/ B2300031 Batch Quantity / : 687.600 KG/
Cepus Ne O6bem mapTun 687,600 KI'
Analytical Report No / 2002FP23000076 Date of Analysis / 13-01-2023
AdandTHueckuii oTyeT No JlaTa ananusa
Date of Manufacture / ¢ 1172022 Date of Expiry / 10/2025
JlaTa npon3BoACTEA LCojien 10
Analysis performed according ND / Ananus nposeaen no HI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3am. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 o1 07.10.2021)
Ne | Test/ Mokasatens Result / PesynnTatsl Specification / Hopma T
8 Microbial limits / N
Mwukpobromornueckas
MUHCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obuiee yncio Menee 10 KOE/r He 6osiee 1000 KOE/T
a’po6HBLIX MUKPOOPraHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He Gonee 100 KOE/r
mould count / O6iee uucno  Menee 10 KOL/r
OPOXKIKEBEIX W TIECHEBBIX
rpu6oB Shall be absent in 1g / Otcytcreue B |
Absent in 1g / OrcytcrByer B IT r
c) E. coli .
9 Assay / KonndecTBeHHOE 9.92 mg /9,92 mMr Each film coated tablet contains nof
onpeneseHye less than 9.0 mg and not more than 11.0
mg  CyHysCIN,O3-2HCL  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
no 11,0 wmr  CyHasCIN,O5-2HCI
(ueTVpH3WHA  IOUTHAPOXIIOPHA) B
'TabneTke.
10 Package / YmiakoBka 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. / TTo 10 TabneTox B leaflet in a carton. "In bulk" package:
[TBX/amtomnrnneoM Oimcrepe. ITo 10 blisters in a carton. 252 cartons in
3 BicTepa BMecTe ¢ MHCTPYKIMeH Mo |master carton.
PUMEHEHHIO YTaKOBaHBl B TaYKy / [To 10 Tabnerok B
KapTOHHYIO. [TBX/amomunuenom 6nncrepe. o 2
nnK 3 6rucTepa BMeCTe ¢
WHCTPYKUHEH TTO TPUMEHEHHIO
YIIAKOBAHbI B [1a4Ky KapTOHHYIO.
Vnakoska  "in-bulk": ITo 10
GIUCTEPOB MTOMEINAIOT B KAPTOHHYIO
kopobky. Ilo 252 xapToHHEIE
KOpOOKM MOMEINAOT B KAPTOHHbINA
- — ] _ KOpo0. E = _—
11 Labeling / Mapxupogka According to ND / B cooteetctBuy ¢ HJ{
12 Storage conditions / At temperature below 25 °C. / ITpn Temneparype He Bbliue 25 °C.
XpaHeHne
13 Shelf life / Cpok roanoctn  [3 years / 3 rona e
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
MMpumeuanne: TIponyKkT cooTBeTCTBYET TpebosanusM HJJ Zakarouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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