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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIH3A

Product : Cetrine film coated tablets, 10 mg
Mpoayxt : LlerprH® TableTkH, MOKPHITHIE TWIEHOMHOW 060109K0H, 10 MT |
Batch No / : B2201604 Batch Quantity / : 687.600 KG/ '
Cepus N O0beM mapinn 687.600 KI" |
Analytical Report No / : 2002FP22001092 Date of Analysis / : 31-05-2022
AHajJuTHYecKuit oTyeT No Jara anaausa |
Date of Manufacture / 05/2022 Date of Expiry / 04/2025
JaTa npou3BoACTBA Topen no
Analysis performed according ND / Auasins nposegen mo HJI: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / usm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)
| Test/Iokasatens Result / PesyabTaThl Specification / Hopma
Ne
White coloured, round, biconvex film|White or off white coloured, round,
1 Description / Omicaue coated tablet with a breakline on one side.|biconvex film coated tablet with a
White core on a cross section. / Kpyrnbie breakline on one side. White to off-
NBOSKOBBINMYKIbIE TabneTkw, mMOKpbIThe|white core on a cross section. /
NIeHOYHOH 000J104Kkoii Genoro LBeTa, ¢|Kpyrible ABOSKOBBINYKIbIE TaONETKH,
puckoii ~Ha  ojHoiH  cTopoHe. Ha|mokpbiTeie ITUICHOYHOM  000II0YKOIT
MoIepedHoM paspese — sapo OGenoro|benoro WnW TOYTH O€OTO ILBETa, C
LIBETA. puckoit Ha oaHod cropode. Ha
MOTICPETHOM pazpese — AIpo or Geroro
~_|mo moutw 6eroro upeTa.
2 Identification by HPLC/ Complies as prescribed / The retention time of the main peak
[ToAnMHHOCTB CoOoTBETCTBYET in the chromatogram of test solution
should cotrespond to the retention
time of the main peak in the
chromatogram of cetirizine
dihydrochloride reference standard
solution (section Assay). /
Bpemst yn@epkuBaHHA OCHOBHOIO
nuKa Ha XpoMarorpamMmme
WCTIBITYEMOTO  PacTBopa  JTOJKHO
COOTBETCTBOBATh BpeMeHH
yaepkMBaHUS OCHOBHOIO THKa Ha
XpoMaTorpamMMe pacTropa
CTaHAApTHOro o0pasua LeTHpU3MHA
rUpoOXIopHuaa (pazmen
- | «KonmuyecTBEeHHOE ONpeNieNIeHNe»). |
3 Average weight / Cpenasa 188.5mg / 188,5wMr 191.0 mg + 3.0% (185.3 mg-196.7 mg)
Macca 191,0 Mmr =+ 3,0% (ot 1853 wMr nmo
- 196,7 mr)
4 Water / Bona 2.5% wiw /2,5% Not more than 8.0% w/w /
I - - He Gonee 8,0 % |
5 Uniformity of dosage units 2.6/2,6 The acceptance value (AV) should be
OIHOPOIHOCTD less than or equal to 15.0 /
II03UPOBAHUA [Tokazarens ipuemieMocty (AV)
oJKeH ObITh He Gonee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TIpumeuanue: [IpoaykT cooTBETCTBYET TpeboBaHuam H]J Jaxkawuenue: OXOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Cetrine film coated tablets, 10 mg

Product

TIpoaykt IeTpyH® TabyeTKu, MOKPLITHIE TNEHOYHOM 06onoukoit, 10 Mr -
Batch No / : B2201604 Batch Quantity / : 687.600 KG/
Cepus Ne - o O6bem maprum 687,600 KI'
Analytical Report No / 2002FP22001092 Date of Analysis / 31-05-2022
AnanuTHdecknii oryer N Jarta anajausa

Date of Manufacture / 05/2022 Date of Expiry / 04/2025

JlaTa npou3BOACTBA Toxen 1o

Analysis performed according ND / Axanns nposeser o H: TI N013283/01-160919 (amend Ne | from

Test / [lokazaTenn

12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

[Result / PesyabTaThl

| Specification / Hopma

PoacrBeHHBIE NPpUMECH
HETUpHU3nHa

a) Impurity A /
npuMecs A

b) Impurity B /
npruMech B
c) Impurity C/
npumecs C

d) Impurity D /
npumMeck D

e) Impurity E /
npuMechb E

f) Impurity F /
npumech F

g) Any unspecified impurity

JTrobas eqHUYHas
HenaeHTHPULMPOBAHH
a5 IpUMech

h) Total impurities / Cymma
npuMecen

Ne | B .
6 Dissolution / PactBoperne 98%, 99%, 101%, 97%, 98%, 100%
7 Impurities by HPLC/

Less than Limit of Detection
LOD=0.005%)

0.01% /0,01%

Not detected / He obHapysxeHa

Not detected / He obuapysxena

Less than LOQ (LOQ=0.023%)

Less than Limit of Detection

(LOD=0.015%)

0.08% / 0,08%

0.1%/0,1%

Not less than 80% (Q) of the
labeled amount of
C,1H,sCIN,053-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He weHee % (Q) ot
HOMUHANILHOTO coepkaHusl
C,Hy5CIN,0;-2HCI] (uetupmnsvna

80

\muruapoxsiopun) depes 30 MuH.

a) Not more than 0.2 % / me Gomnee 0,2
%

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

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

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

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

Remarks : The Product confirms to ND/
Mpumeyanue: IIponykT cooTBeTcTBYET TpebopannaM HJT

Conclusion : APPROVED /
3akawydenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTU3A

Product Cetrine film coated tablets, 10 mg
Tpoaykr LleTpua® TabneTKH, MOKPHITHIE TNIEHOYHOH 0601104K0#, 10 Mr N
Batch No / 1 B2201604 Batch Quantity / : 687.600 KG/
Cepus Ne - O6bem naprun 687,600 KI' .
Analytical Report No / 2002FP22001092 Date of Analysis / 31-05-2022
AnagnTuueckuii order Ne Jara anaausa |
Date of Manufacture / 05/2022 Date of Expiry / 04/2025
JlaTa Npou3BOJACTBA I"'ogen go
Analysis performed according ND / Anasnus nposeaen mo HJI: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / yi3m. Ne 2 ot 07.10.2021)
[Test/ Mokazatens [Result / PesynbTaThl | Specification / Hopma
Ne
8 Microbial limits /
Mukpobrooriudeckas
4ICTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6tee gucio Menee 10 KOE/r He 6omee 1000 KOE/T
a’poOHBIX MUKPOOPraHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ [He 6onee 100 KOE/r I
mould count / O61uee uncino  Menee 10 KOE/r
IPOMCKEBBIX ¥ THNIECHEBBIX
rprboE Shall be absent in 1g / OtcyTcTHe B 1
c) E. coli Absent in 1g / OrcyTcTByer B 1T r
9 Assay / KonnyecTBeHHoe 9.91 mg /9,91 mMr Each film coated tablet contains not
onpelesicHue less than 9.0 mg and not more than 11.0
mg C2|H25C1N203'2HC] (Cetirizine
dihydrochloride) per tablet / Ot 9,0 mr|
e] 1 1,0 MT C21H25C1N203'2HC]
(UeTHpW3NHA  JUTHAPOXJIOPHA) B
TabieTke.
10 Package / YrakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet in [or 3 blisters and patient information
a carton. / [To 10 TabneTox B leaflet in a carton. "In bulk” package:
TTBX/antomunrneBom onucrepe. Ilo 10 blisters in a carton. 252 cartons in
3 Gnuctepa BMecTe ¢ MHCTPYKIKEH 1o master carton.
MPUMEHEHNTO YITaKOBaHbI B TTAYKY / TTo 10 TabneTok B
KapTOHHYFO. [1BX/amroMuaneBoM bnucrepe. ITo 2
im 3 6IucTepa BMECTE ©
MHCTPYKIIMeH 110 IPUMEHEHHI0
yMaKoBaHb! B TAYKy KapTOHHYIO.
Vnakoeka  "in-bulk": Tlo 10
GICTEPOB TIOMENIAIOT B KAPTOHHYIO
kopobky. Tlo 252  kapToHHBIE
KOpOOKM MNMOMEILAIOT B KapTOHHBIA
[ B Kopob. B
11 Labeling / MapkupoBka According to ND / B cootsercTBuu ¢ HJI
12 Storage conditions / |At temperature below 25 °C. / TTpu TemMnepatype He Boine 25 °C.
XpaHeHne
13 Shelf life / Cpok ronsoct 3 years /3 roaa
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT cooTBETCTBYET Tpebopanusam HII Saxawuyenune: OJJOGPEHO
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