CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIIU3A
Product Cetrine film coated tablets, 10 mg
TMpoaykT L1eTpuH® TabneTky, oK phIThIC MIEHOYHOH 060104K0MH,10 Mr
Batch No / B2102449 Batch Quantity / 648.200 KG/
Cepuna Ne OonbeM napTumn 648,200 KT"
Analytical Report No / 2002FP21001471 Date of Analysis / 10-07-2021
| AHaJHTHYECKHH oT4eT No HaTta ananuasa
Date of Manufacture / 06/2021 Date of Expiry / 05/2024
JlaTa npoH3BOACTBA Toagen oo

Ne

Analysis performed according ND / Anasmns nposenen mo HI: ITN013283/01-160919 (amend Ne 1 from

[Test / Moxazateas

Description / OnucaHne

~ 12.05.2020 / ;3m. Ne 1 ot 12.05.2020)

Result / PesyabTathl

Identification by HPLC/
[TonnMHHOCTL

Average weight / Cpennsis
Macca

Water / Baia

Uniformity of dosagé units
/ OIHOPOJHOCTD
03UpOBaHUA

Complies as prescribed /

188.1 mg /188,1 mMr

41/41

Specification / Hopma .
White coloured, round, biconvex film|White or off white coloured, round,i
coated 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-
IBOSTKOBBITTYKJIbIc  TabMeTKN, TMokpbiThic|while core on a cross section. /
niaenoyHoii obomoukoii 6Gejoro 1Bera, c|Kpyrible ABOAKOBBINMYKIILIE TaONeTKU,
puckoii Ha  ogmHoi#  cropoHe. Ha|mokpeITeie TmeHo4nod  oBomoukott
momepeyHoM paspese — supo Oemoro|6enoro WKW TouTH 6eloro uBera,
[BETA. prcKoi
MoTepPEuHOM pazpese — AaApo oT beoro
|10 mouTH 6enoro UBETA.

Ha opjHoH cropoHe. Ha

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). /

Bpemst  ymepXWBaHWS OCHOBHOTO
nuka
HCTIBITYEMOTO  pPacTBOpa  IOMKHO
COOTBETCTBOBATh BpeMeHU
yIepKUBaHUSL OCHOBHOTO TMKa Ha
XpoMarorpaMme pacTBopa
cTaHmapTHOTO 00pasia LeTHpH3NHA
THIpOXITopuaa (pazmen
|«KonnuecTBEHHOE OMpeaeneHnes).
191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr + 3,0% (ot 185,3 mr mo
196,7 mr) -
3.2% w/w / 3,2% Not more than 8.0% w/w /

He 6onee 8,0 % -
The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokazarens mpuemneMoctd (AV)
nomken ObITh He bonee 15,0.

Ha XpomarorpaMmme

Remarks : The Product confirms to ND/
[Mpumeuanue: [1ponykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zakarouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJHU3A
Product : Cetrine film coated tablets, 10 mg . y
Npoaykt @ lleTpun® TadneTkn, MOKPLITLIE MIEHOYHOR 000104K0H, 10 MT |
Batch No / 1 B2102449 Batch Quantity / : 648.200 KG/
Cepna Ne - Odénem napTuu 648,200 K"
Analytical Report No / : 2002FP21001471 Date of Analysis / ¢ 10-07-2021
| AHATHTHUECKUH oTUeT No Jara anaiusa
Date of Manufacture / : 06/2021 Date of Expiry / : 05/2024
[laTa npon3BoAcTBA Toaen go

Analysis performed according ND / Auanns nposemen mo HJ: ITN013283/01-160919 (amend Ne 1 from

12.05.2020 / m3m. Ne 1 ot 12.05.2020)

Ne Test / TlokazaTeanb Result / PesynbTaThl | Specification / HO])M;_
6 Dissolution / PactBopenne 101%, 99%, 99%, 99%, 100%, 99% Not less than 80% (Q) of the
labeled amount of

C,,H,5CIN,O;-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmenee 80 % (Q) or
HOMWHAJILHOTO conepKaHns
C; HysCIN,0;-2HCI (merupnsnna
mirunpoxnopun) uepes 30 MuH.

7 Impurities by HPLC/
PopmcTBeHHBIE TPHMECH a) Not more than 0.2 % / ne Gonee 0,2
TETHPH3NHA %
Q} a) Impurity A / Not detected / He oGrapyxeHa b) Not more than 0.2 % / e 6onee 0,2
N npaMech A 0/

b) Impurity B / c¢) Not more than 0.2 % / ne 6onee 0,2

Not detected / He o6HapyxeHa

npumecs B 9

c) Impurity C/ =
= npumecs C Plof deteeled/AFlg Ob Ry eHa d) Not more than 0.2 % / re 6onee 0,2
{'f‘.” %
f:} d) Impurity D / Not detected / He obnapyxena °
- npumeck D e) Not more than 0.2 % / He 6onee 0,2

0

e) Impurity E / ¢

mpmece E Not detected / He oGnapyxena f) Not more than 0.2 % / ue 6onee 0,2

f) Impurity F / %

npumecs F Not detected / He obHapyxeHa

g) Not more than 0.2% /
g) Any unspecified impurity He 6onee 0,2%
Jobast emuauyHas 0.09% / 0.09%

HEHICHTHUIMPOBAHH ’ h) Not more than 2.0% /

@i TIPUMECH He 6onee 2,0%

h) Total impurities / Cymma

npumMeceit 0.1%/0,1%
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
MpumMeuanue: [IpoaykT cooTBeTCcTBYET TpeboBanuam HJ Jakawdenne: OOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Product Cetrine film coated tablets, 10 mg
Ilpoaykr [eTpH® TabIeTKH, MOKPLITbIE UIEHOYHOT 0005109K0M, 10 M
Batch No / B2102449 Batch Quantity / 648.200 KG /
Cepus Ne O0bem napTuu 648,200 K"
Analytical Report No / 2002FP21001471 Date of Analysis / 10-07-2021
| AHATHTHYIECKHI oTYeT No Jarta ananusa - o
Date of Manufacture / 06/2021 Date of Expiry / : 05/2024
Jara npousBoacTBA logen g0

Analysis performed according ND / Ananus nposenen mo HJ: TT N013283/01-160919 (amend Ne 1 from
| 12.05.2020 / m3m. Ne 1 ot 12.05.2020)

‘.N‘g | Test/ Iokasarens Resnil»t_/ PesyabTaThbi Specification / Hopma
8 Microbial limits /
Muxkpodrosornyeckas
qUCTOTA
a) Total acrobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / Ob1wee amncio Menee 10 KOE/T e 6onee 1000 KOEr
a3poBHbLIX MUKPOOPTaHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He Gosree 100 KOE/r
mould count / O6uiee uncno Menee 10 KOE/r
IPOXKEBBIX W THNICCHERBIX
rpuboB Shall be absent in 1g / Oreyreriue B |
S Absent in 1g/ OrcyTcTBYeT B IT I
”1; c) E. coli
f“?‘._ 9 Assay / KonmudecTBeHHoe 9.87 mg /9,87 mr Each film coated tablet contains nof
: onpelenenve less than 9.0 mg and not more than 11.0]
mg  CyHysCIN,O3-2HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
no 11,0 wmr C,;H,sCIN,O;-2HCI
(uernpuswHa ~ AWIMApPOXNOpWI) B
B  |rabnerTke. - ]
10 Package / YraxoBka 10 tablets in PVC/aluminum blister. 3 10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet in a |or 3 blisters and patient information
carton. / ITo 10 Tabnerok B leaflet in a carton. "In bulk” package:
ITBX/anroMmunueBom Gnucrepe. [1o 3 10 blisters in a carton. 252 cartons in
OnucTepa BMECTE C MHCTPYKLMEH N0 master carton.
MPUMEHCHHIO YITAaKOBAaHbI B TTAaUKy / Tlo 10 TabneTok B
KapTOHHYIO. [1BX/amomunnesomM Gnucrepe. [To 2
vITH 3 BITcTepa BMecTe ©
MHCTPYKUMUEH Mo MPUMEHEHNIO
YITaKOBAHBI B TAYKY KapTOHHYTO.
VYnakoka  "in-bulk": Ilo 10
BITUCTEPOB MOMEINAIOT B KAPTOHHYIO
kopobky. Tlo 252  xaproHHbIe
KOPOOKW TIOMCIIAIOT B KapTOHHBIH
Kopo0.
11 Labeling / Mapxupogka According to ND / B cooteercTBuu ¢ HJJ
12 Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Boittie 25 °C.
XpaHeHue
13 Shelf life / Cpok ronnoctn P years / 3 roma
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: [Iponykr coorsercrByer TpeboBaHnsam HJT 3aknrouenue: OJJOBPEHO
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