Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg
\Mpopykt  : LlerpuB® TabNeTKn, NOKPBITHIE IIEHOMHON 0001109KOM, 10 MI i
Batch No / B2301264 Batch Quantity / 687.600 KG /
Cepus Ne O0BeM napTum 687,600 KI'
Analytical Report No / : 2002FP23001007 Date of Analysis / 15-04-2023
AHaauTHYeCKMIi oTyeT No N JlaTa anaamsa
Date of Manufacture / 03/2023 Date of Expiry / 02/2026
Jata npon3BoAcTBA T'open 1o

Analysis performed according ND / Anasnu3s nposezen mo HJ: IT N013283/01-160919 (amend Ne 1 from

Ne Test / Ilokazarean

1 ' Description / Ormicanue

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

| Result / l’esimﬂan,l

puckoifi Ha  OmHOW  CTopoHe.

[[BETA.

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrisle
IBOSKOBBIMYKNbIe TabNeTKU, MOKPbITHIE
IIEHOYHOW 000JI0UKOi Oenoro IBera, ¢

Ha

orepeyHoM paspese — sAgpo Gemoro

Specification / Hopma

white core on a cross section.

MMOKPBITHIC TUTEHOYHOLT

puckoii Ha OIHOW CTOpoOHe.

2 Identification by HPLC/
[TonnuHHOCTL

C01_np1ies as prescribed /
CooTBETCTBYET

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). /

Bpemss yIOepKWBaHUS  OCHOBHOIO
nuka Ha XpoMarorpaMMme
MCIBITYEMOTO  pPacTBopa  HOJKHO
COOTBETCTBOBATH BpeMeHHU
yICep)KABaHUA OCHOBHOIO MWKa Ha
XpoMaTorpaMmme pacTBopa
CTaHgapTHoro obpasila LIeTHpH3NHA
I'MAPOXIIOpHIA (pasnen
«Komn4ecTBEHHOE ONpeeNieHIey ).

White or off white coloured, round,
biconvex film coated tablet with a
breakline on one side. White to off-

/

Kpyrible ABOSKOBHITYKIIBIE TAOJNETKH,
060J109KOIt
Genoro WM modTH Oeyioro LBeTa, ¢
Ha
MOTIEPEYHOM paspese — AApo oT 6enoro
1o oYty Gesioro LBETA.

3 Average weight / CpenHss
Macca

191.4mg / 1914 mr

196.7 mr)

Water / Bona

5 Uniformity of dosage units
/ OHOPOTHOCTH
INO3MPOBAHMA

3.0% w/w / 3,0%

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

39/39

less than or equal to 15.0 /
[Tokasarens npuemneMoct (AV)
JTOTIKEH O65ITE He Oonee 15,0.

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mMr + 3,0% (ot 185,3 Mr no

The acceptance value (AV) should be

Remarks : The Product confirms to ND/
IIpumeuanue: ITpogykT cooTBeTCTBYET TpeboBanmam HJI

Conclusion : APPROVED /
3axkmouenue: OJIOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHANIU3A

Product Cetrine film coated tablets, 10 mg

TTpoaykTt LleTpun® TabneTkH, HOKpLITHE TUieHOYHO o6osnovkoil, 10 Mr -

Batch No / B2301264 Batch Quantity / 687.600 KG /

Cepus Ne B O6bem mapTiu 687,600 KI'

Analytical Report No / : 2002FP23001007 Date of Analysis / 15-04-2023
AHanuTHYeCKHI oTyeT Ne Jata aHaau3a

Date of Manufacture / 03/2023 Date of Expiry / 02/2026 o
JdaTa npou3sBoACTBA T'ogen o

Analysis performed according ND / Auanus nposeaen no HJI: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3am. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

h) Total impurities / Cymma
npuMecein

0.1% /0,1%

Ne Test / lloxazaTenn | Result / PesyasTaThbi Specification / Hopma
6 Dissolution / PacTBopenne 97%, 96%, 98%, 97%, 95%, 98% Not less than 80% (Q)_ of the
labeled amount of
C,H,5CIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmenee 80 % (Q) or
HOMWHAIILHOTO conepiKaHus
C,1HysCIN,05-2HCI (uetupusuua
- lnuruapoxyopun) yepes 30 mMuH.
7 Impurities by HPLC/
PoJicTBeHHBIE TIPHMECH a) Not more than 0.2 % / He 6onee 0,2
| LleTHpU3MHA %
13) Impurity A / Not detected / He o6HapyxeHa b) Not more than 0.2 % / He 6onee 0,2
npuMecs A %
. Less than LOQ (LOQ = 0.010%) / Huxe
E;Eﬁg leg' i npefiera KOJTMYeCTBEHHOTO ONIpeeNneHus c) })j()t more than 0.2 % / re Gomee 0,2
_ (TIKO = 0,010%) =
c) Impurity C/ Less than LOQ (LOQ = 0.017%) / Huxe
npumeck C Tpeaesa KOITMYECTBEHHOTO ONPEAENEHNS od) Not more than 0.2 % / xe 6onee 0,2
d) Impurity D / (KOIRE Uiggo) ¢
inrMecnD) Less than LOQ (LOQ = 0.003%) / Hixe N han 0.2 % / e 6
TIpefieNna KOMIECTBEHHOTO OTIPeIENeHUst 06) ot more than 0.2 % / ne 6onee 0,2
e) Impurity E / (KO = 0,003%) o
HpHNEC g 002% f) Not more than 0.2 % / He Gonee 0,2
f) Impurity F / Not detected / He ob6HapyxeHa %
npumecs F
g) Not more than 0.2% /
g) Any unspecified impurity |y 069, / 0,06% He 6onee 0,2%
JIro0as eqpuHMIHAS
HenIeHTH ML POBAHH h) Not more than 2.0% /
PASRPHBIECD He 6onee 2,0%

Remarks : The Product confirms to ND/
IMpumeuanne: [TponykT coorBeTcTRYeT TpeboBanuam HJI

Conclusion : APPROVED /
Zakmogenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Product : Cetrine film coated tablets, 10 mg
MpoaykT LeTprH® TabneTKH, MOKPBITHIE MIEHOUHOH 060104K01, 10 MT N
Batch No / B2301264 Batch Quantity / 687.600 KG/ i
Cepus Ne OoBeM napTun 687,600 KI"
Analytical Report No / : 2002FP23001007 Date of Analysis / 15-04-2023
AHasuTndeckuii oTuer No Jlara anaausa
Date of Manufacture / 03/2023 Date of Expiry / 02/2026
Jarta npon3BoJCTBa Topen o
Analysis performed according ND / Auanns nposeaen o HJI: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / uzm. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / v3m. Ne 2 ot 07.10.2021)
Ne  |Test/ Mokasares Result / PesyabTaTs B | Specification / Hopma
8 Microbial limits /
Mukpobuonoruyeckas
HHCTOTA
a) Total acrobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / OblLLee 4ucIo Menee 10 KOE/r He Gosnee 1000 KOE/r
a3pOOHbIX MWKPOOPTaHH3MOB
INot more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ He 6onee 100 KOE/r
mould count / O6wee uncno  Meree 10 KOE/T
IPOMOKEBBIX W TNICCHEBBIX
rpuboB Shall be absent in 1g / OrcyrcrBue B 1
Absent in 1g / OtcytcTByer B 1T r
c) E. coli -
9 Assay / KomuecTsenHoe 9.97 mg /9,97 mr Each film coated tablet contains not
oTIpefiesIeHIE less than 9.0 mg and not more than 11.0
mg C21H25C1N203'2HC1 (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
10 1 1,0 MT C21H25CIN203 -2HCI
(ueTUpu3MHa  AUTWAPOXNOPUA) B
B Ta0JIETKE.
10 Package / YnaxoBka 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. / I1o 10 Tabnetok B leaflet in a carton. "In bulk" package:
[IBX/amomunneroM 6mucrepe. I1o 10 blisters in a carton. 252 cartons in
3 GnucTepa BMecTe ¢ MHCTpyKIMel o |master carton.
TIPUMEHEHHIO YIIAKOBaHEI B T1a4Ky / ITo 10 TabnerTox B
KapTOHHYIO. IBX/amomunnesom o6muctepe. Ilo 2
uim 3 6nucTepa BMeCTe ©
MHCTPYKIUNEH TI0 TPUMEHEHUTO
yIaKoBaHsl B TAYKy KapTOHHYTO.
Viakoska  "in-bulk": Ilo 10
GIMCTEpOR TTOMEIIAlOT B KAPTOHHYIO
kopobky. Ilo 252  xapronHble
KOpoOKH TOMENIAIOT B KAPTOHHLIM
I Kopob. )
11 Labeling / MapxypoBka According to ND / B cooteercTBiu ¢ HJI
12 Storage conditions / IAt temperature below 25 °C. / TIpn Temmnieparype He Brime 25 °C.
XpaHeHHe
13 Shelf life / Cpox rogsoct |3 years / 3 rona o o

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoayKT cooTBeTCTBYET Tpebosanmsam HJI

Conclusion : APPROVED /
3akarouenue: OJJOBPEHO
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