Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUG®HUKAT AHAJIU3A

Product  : Cetrine film coated tablets, 10 mg l
MpoaykT : Lletpun® Tabnerku, NOKPLITEIE NIEHOYHOI 000m101uKOH, [0 MI

Batch No / : 32202194 Batch Quantity / : 687.600KG/

|Cepun Ne O6nem napTnmn 687,600 KI"

Analytical Report No / 2002FP22001406 Date of Analysis / : 18-07-2022
AHATUTHYECKHH oTHeT No Jata anajnsa

Date of Manufacture / 06/2022 Date of Expiry / : 05/2025

JaTa npousBoacTea I'oaen g0

Analysis performed:ccarding ND / Auannus nposeaen no H/: [T N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / wam. Ne 2 o1 07.10.2021)

No Tes! / Ilokazatenn

1 Description / Onucanne

| Result / PesynbTaTnt - ;LS[}ccilic_atinn / Hopma o

[Whitc colourcd, round, biconvex film|White or off white coloured, round,
lcoated tablet with a breakline on one side. |biconvex film coated tablet with a
|White core on a cross section. / Kpyrneie breakline on one side. White to off-
[nBosiKOBBLINYKNbIe TabneTky, MNokpbiThieWhite core on a cross section. /
[MeHouHoli o6onoukoil Gestoro usera, ¢Kpyrisie IBOSKOBBIMYKIbie TabneTkn,
jpvickolf  Ha  OAHOW  CTOpOHE. Haium(pbrrmc nienoanoii  odonouKkoi
,!I'IOI'lepe'JHOM paspese — sApoO festoroGenoro WK nouTH 0eNoro uBeTa, C
1BeTa. puckoit  #a  oauoil  cTopone, Ha
rnonepeMHom paspese — aiapo or Henoro
1o novry Genoro 1sera.

2 | Identification by HPLC/
TMonmHAOCTE

Complies as prescribed / The retention time of the main peak
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). /

Bpems ynep)XHBaHHA OCHOBHOTO
MKa Ha XpoMaTorpaMmme
WCTIBITYEMOTO  pacTBOpa  JOJDKHO
COOTBETCTBOBAThH BpEMeHH
yIACPXUBAHUA OCHOBHOTO TWKa Ha
xpomarorpamMmme pacrBopa
cTaHgapTHOTO 00pa3ua LeTHpH3HHA
rupoxiopuna (pazmen
«KonnuecTBeHHOE OTIpeLieNieHHEeN).

3 Average weight / Cpenrss
Macca

4 Water / Boga

190.2mg /190,2mr 191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (or 185,3 mMr no
196,7 mr)

3.4% wiw /3,4% Not more than 8.0% w/w /

He Gostee 8.0 %

5] Uniformity of dosage units
/ OMHOPOIHOCTH
IMO3UpPOBAHMS

53/53 The acceptance value (AV) should be
less than or equal to 15.0/
[TokazaTens npuemiemMoctd (AV)
noJKeH OBITH He Oojiee 15,0,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanune: [ponykT coorsercTByeT Tpebopannam HIT 3axaiouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Cetrine film coated tablets. 10 mg

Ipoaykr  : llerpnn® TabieTKu, NOKPLITHIE MIEHOUHOI 0607109K01, 10 MI o
Batch No/ : B220219%4 Batch Quantity / 1 687.600KG/
Cepus Ne __|O0bem napTuu B 687,600 KI"
Analytical Report No / : 2002FP22001406 Date of Analysis / 4 18-07-2022
AHAJIMTHYECKHH oTUeT No JaTa anaJyiMsa

Date of Manufacture / - 06/2022 Date of Expiry / : 05/2025
JlaTa upoM3BOACTBA Togew mo

Analysis performed accor&i@ ND / Ananus nposexen mo H/: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

Ne [Test/MMokasatens | Result/Pesyabtater ~ |Specification / Hopma
6 Dissolution / Pacteopenue 97%,97%, 99%, 95%, 96%, 96% Not less than 80% (Q) of the
labeled amount of

C,H,5sCIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30

minutes /
He wmenee 80 % (Q) or
HOMWHAIBHOTO CoAepIKanus

C, Hy5CIN;O5-2HCL (uetvpusuna
murHapoxmopun) wepes 30 Mun.

7 Impurities by HPLC/

PopncTeeHHbIe IpUMECH ia) Not more than 0.2 % / ue Gonee 0,2
HETHPU3HHA (%o

) Not detected / He obnapyxena
a) Impurity A / b) Not more than 0.2 % / He Gounee 0,2
npaMech A A

Not detected / e obnapy»xena

b) Impurity B / c) Not more than 0.2 % / He Gosnee 0,2 |

nmpumect B A

¢) Impurity C/ Not detected / He oGuapysxena

npumMect C d) Not more than 0.2 % / ne 6onee 0,2
%

i lpuity D Not detected / He oonapyxena

upumech D e) Not more than 0.2 % / He ©onee 0,2
%

e) Impurity E /

0.04% / 0,04%
npumecs E ’ . |f) Not more than 0.2 % / He Gonee 0,2
f) Impurity F / Less than Limit of i
npumMech F Detection(LOD=0.015%)

g) Not more than 0.2% /
g) Any unspecified impurity He 6omnee 0,2%

/ Jiobas enuHnuHasn RUZEU S
;lHeHJlGHTH(meHPOBaHH h) Not more than 2.0% /
as [IpUMecCh He 6omnee 2,0%

h) Total impurities / Cymma  [0.1%/0,1%

npuMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: TTpomykT cooTBeTcTBYET TpeboBanuam HJL 3akawyenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product Cetrine film coated tablets, 10 mg |
Mpopyxr LleTpuH® Tabnerku, MOKpLITHE MeHo4HOH 0600uKkoi, [0 Mr
Batch No / : B2202194 Batch Quantity / 687.600KG /
Cepus No O0beM napTHH 687,600 KI" -
Analytical Report No / 2002FP22001406 Date of Analysis / : 18-07-2022 |
AHAJNHTHYECKNH oTueT No JlaTa anaan3sa
Date of Manufacture / 06/2022 Date of Expiry / 05/2025
JaTa npousBoacTBA Togen 10 L
Analysis performed according ND / Ananu3s nposexer no HJI: I1N013283/01-160919 (amend Ne 1 from ]
12.05.2020 / m3m. Ne | o1 12.05.2020, amend Ne 2 from 07.10.2021 / w3am. Ne 2 o1 07.10.2021)
Ne Test / IlokazaTeanb | Result / PesynbTaThl | Specification / Hopma R o
3 Microbial limits / '
Mukpobruonornyeckas
ypucTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obmee yrcio Menee 10 KOE/T He Gonee 1000 KOE/r
a3poBHBIX MUKPOOPTaHH3MOR
Not more than 100 CFU/g /
b) Total combined yeasts and ILess than 10 CFU/g / He Gonee 100 KOE/r
mould count / OBuiee yncno  Menee 10 KOE/r
NIPOKIKEBBIX W TNIECHEBBIX
rpubos Shall be absent in 1g / OtcyTcTBHEe B 1|
/Absent in 1g / OtcyTcTRyeT B IT r
- c) E. coli | |
Qo Assay / KonndecTBeHHOe [9.89mg /9,89Mmr Bach film coated tablet contains not
8 oTipenencHie ' less than 9.0 mg and not more than 11.0|
mg  CyHysCIN,O3:2HCI  (cetirizine,
e dihydrochloride) per tablet / Ot 9,0 mr
9 | o 11,0 mMr CyHyCIN,O,2HC
'®) (ueTvpu3uHa  AUTHAPOXIIOPUA) &_!
= N B rabJeTKe.
g 110 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
O 3 blisters and patient information leaflet in jor 3 blisters and patient information
c a carton. / TTo 10 Tabnerok B leaflet in a carton. "In bulk" package:
2 |l'lBX/amOMHHneBOM 6mucrepe. o 10 blisters in a carton. 252 cartons in
3 6nmcrepa BMeCTe ¢ HHCTpyKIMel Mo |master carton.
MPUMEHEHWIO YIIAKOBaHbl B MaYKy / TTo 10 TabneTok B
KapTOHHY!O. [IBX/amomuuneBom onncrepe. [To 2
w3 GIaucTepa BMECTE ©
HHCTPYKUHKCH TI0 IPUMEHEHHNIO
YIIaKOBAHDLI B MAaYKy KapTOHHYIO.
Ynakoeka  "in-bulk": Tlo 10
GJUCTEPOB TOMEILAIOT B KApPTOHHYHO
kopobky. [lo 252 xapToHHBIE
[KOpOOKM TOMELIAT B KapTOHHBII
o [kopo6. -
11 Labeling / Mapkuposka According to ND / B coorBercteun ¢ HJ]
12 Storage conditions / At temperature below 25 °C. / ITpu TemnepaType He Boite 25 °C.
XpaneHue
13 Shelf life / Cpa( I‘OZl_HOCTVI - 3 yee;rs /3 rona o N -
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [Iponyxr cooTBeTcTBYeT Tpeboanusm HJI 3akawuenne: ONOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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