Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product Cetrine film coated tablets, 10 mg

Mpoayxr LleTpun® TabneTku, MIOKPBITHE TMeHoYHo 060104K0M, 10 MI B ]
Batch No/ B2203450 Batch Quantity / ¢ 687.600 KG/

| Cepnsi Ne [O6BbeM napruu 687,600 KI" |
Analytical Report No / ¢ 2002FP22002317 Date of Analysis / : 28-11-2022
AnajuTndeckuii oraer No JarTa ananusa

Date of Manufacture / 10/2022 Date of Expiry / 09/2025

Jara npon3poacTea T'oxen go

Analysis performed according ND / Ananu3s nposexen mo HJX: IT N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

[ Ne

‘Test / [lokazaTean

1 Description / Omicanme

Result / PesyanTaTsl

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnbie
NBOAKOBBIMYKJIBIE TabNEeTKW, MNOKPHITbIE
MIIEHOYHOW 000J109K0if Oeyloro 1BETa, ¢

puckoit Ha  omHoit  cTopoHe. Ha
MONEpeuHoM paspese — supo Oenoro
BeTa.

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. /
Kpyrisie IBOAKOBBIMYKIIBbIE TaOIETKH,
MOKPBITBIE  TUICHOYHON  oBonoukoit
Gemoro WiInM noury Oeyoro IBeTa, C
puckoii Ha omgHOW cropone. Ha
MOTIEPEHHOM paszpese — supo oT 6enoro
imo rmouTH 6enoro LBeTa.

2 Identification by HPLC/

Complies as prescribed /

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 yOepKUBaHUS  OCHOBHOIO
nuKa Ha XpomarorpaMmme
UCIILITYEMOIO  pacTBopa  JOKHO
COOTBETCTBOBATh BpEMEHH
yIep)XWBAHWsT OCHOBHOIO TMKa Ha
XpoMarorpaMmme pacTBopa
CTaHAApTHOro obpaslia LEeTHPH3INHA
THAPOXJIOpHUIa (pasmen
«KonuuecTBeHHOE OnpeieIEHUEY).

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mir £ 3,0% (or 1853 Mr uu
196,7 Mr)

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

[TopnunBOCTH COOTBETCTBYET
3 Average weight / Cpennss 190.0 mg / 190,0 mr o
macca
4 Water / Bona 3.1% w/w /3,1% o
5 ' Unifor?nity of dosage wnits | 3.5/ 3,5
/ ORHOPOIHOCTH
MO3UPOBAHUA

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokasarent npreMinemocty (AV)
noirkeH ObITh He Oonee 15,0.

Remarks : The Product confirms to ND/
Mpumeuanne: [IpoayxT cooTBeTcTBYET Tpebosanuam HJL

Conclusion : APPROVED /
Zakawuenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATLE OF ANALYSIS
CEPTUDHUKAT AHAJTU3A

Product Celrine [ilm coated tablets, 10 mg

Mpoayrr LleTpuH® TabeTkH, MOKPhIThle MIIEHOYHOH 000104KO, 10 Mr

Batch No / B2203450 Batch Quantity / : 687.600 KG/
Cepun Ne O0Lem naptun 687,600 K"
Analytical Report No / : 2002FP22002317 Date of Analysis / 28-11-2022
|AHanTHYeCKHIi oTaeT No Jdarta aHaau3a

Date of Manufacture / 10/2022 Date of Expiry / 09/2025
JlaTa nponsBoxcTBa Togen no

Analysis performed according ND / Ananu3 nposegen no HJI: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3M. Ne 2 o1 07.10.2021)

Specification / Hopma

h) Total impurities / Cymma
npumMecent

0.1%/0,1%

No Test / IlokazaTteas 'Result / PesyabTaTs! -
6 Dissolution / PactBopenue 97%, 96%, 99%, 100%, 99%, 99% 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
HOMWHAITEHOTO conep kanus
C, H,sCIN, O3 2HCI (ueTnpusnua
- nuruapoxnopun) yepes 30 MuH.
7 Impurities by HPLC/
Popcreenubie mpuMech a) Not more than 0.2 % / He 6onee 0,2
LeTHPU3HHA %
a) Impurity A / Less than LOQ (LOQ=0.019%) b) Not more than 0.2 % / ue Gonee 0,2
npuMech A %
b) Impurity B/ Less than LOQ (LOQ=0010%) C) Not more than 0.2 % / He 6onee 0,2
nmpumMecs B %
c) Impurity C/ Not detected / He obHapyxeHna
mpumMecs C d) Not more than 0.2 % / He Gonee 0,2
%
f) Impurity D / Not detected / He obHapyxeHa
npumech D e) Not more than 0.2 % / He 6onee 0,2
0,
e) Impurity E / o T fo
0.03% / 0,039
yprmech E ’ ) Not more than 0.2 % / He Gonee 0,2
f) Impurity F / Not detected / He oGHapyxeHna %
nmpumech F
g) Not more than 0.2% /
g) Any unspecified impurity |3 ggey, / 0,08% He 6oiee 0,2%
JIrobast equHMYHAS
HenaeHTHHLMpoBatH h) Not more than 2.0% /
pil TIpAMECE He Gonee 2,0%

Remarks : The Product confirms to ND/
Ipumeuaunne: [TIpoaykT cooTBeTCTBYET TpebopanusaM HJI

Conclusion : APPROVED /
Jakmouenne: OTOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTHU3A

Product : Cetrine film coated tablets, 10 mg
Tpomyr LlerpnH® TabileTki, NOKPLIThIE MieHoHo# 060104Ko#, 10 MT )
Batch No / B2203450 Batch Quantity / : 687.600 KG/
Cepus Ne O0BeM napTun 687,600 KT
Analytical Report No / 1 2002FP22002317 Date of Analysis / 28-11-2022
Ananurudeckni otuer Ne Jlara anaansa
Date of Manufacture / 10/2022 Date of Expiry / 09/2025
JdaTa npoussojcTea Togen a0
Analysis performed according ND / Auaans nposeaen mo HII: TI N013283/01-160919 (amend Ne 1 from
| 12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / wsm. Ne 2 ot 07.10.2021) |
Ne Test / [loxasaTenanb ~ [Result/ PesyabTarsl | Specification / Hopn&__
8 Microbial limits /
Muxpobuonoruyeckas
qUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Ob1iee 4ucno Menee 10 KOE/r He Gonee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHN3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6utee yncno Menee 10 KOE/r
IPOMCKEBBIX U TIECHCBBIX
rpu6os Shall be absent in 1g / Otcyrcteue B 1
Absent in 1g / OtcyTcTByeT B IT r
I c) E. coli -
9 Assay / KonnuectBeHHOE 9.83mg /9,83 mr Each film coated tablet contains not
OTIpeIeIIeHNe less than 9.0 mg and not more than 11.0
mg  Cy HysCIN,O3-2HCI  (cetirizing
dihydrochloride) per tablet / Ot 9,0 mr|
10 1 1,0 MT C21H25C1N203 -2HCI
(ueTupusuHa JUTHIIPOXTIOPU) B
TabneTke. -
10 Package / YnakoBka 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/anromunueBoM 6nmctepe. 1o 10 blisters in a carton. 252 cartons in
3 bnucrepa BMecTe ¢ UHCTPYKUMEH 10 master carton.
MPUMEHERWIO YITAKOBaHBbI B TTAYKY / Tlo 10 TabneTok B
KapTOHHYIO. [IBX/anromunnesoM onuctepe. ITo 2
wiu 3 Ginictepa BMeCTe ©
WHCTPYKILHEH TI0 TIPUMEHEHHNIO
YITaKOBAHKI B TTA4Ky KapTOHHYIO.
Vmakoska  "in-bulk"™: Ilo 10
ONMUCTEPOB TIOMELIAIOT B KapTOHHYIO
kopobky. Ilo 252 kapToHHEIE
KOpoOKM TIOMELIAOT B KapTOHHBIN
| ] Kopob.
11 Labeling / Mapkupogka According to ND / B coorserctBru ¢ HJI
12 Storage conditions / At temperature below 25 °C. / ITpu Temnepatype He Bbime 25 °C.
X paneHne
13 Shelf life / Cpok roaHoctn |3 years / 3 rona -
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TpoaykT cooTBeTcTRYET Tpebopanuam HJL 3akarwuenne: OJOBPEHO
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