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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg
Mpoaykr  : LletprH® TabIETKH, MOKPLITHIE MAEHOMHOH 060109K0H, 10 M |
Batch No / : B2103698 Batch Quantity / : 666.380 KG/ R
Cepust Ne O06bemM MapTHH 666,380 KT
Analytical Report No / ¢ 2002FP21002071 Date of Analysis / : 30-10-2021
AnajauTuyeckuii oruer Ne JlaTa aHaJju3sa
Date of Manufacture / 09/2021 Date of Expiry / 08/2024
JaTa npoH3BOACTBA I'onen 1o

Analysis performed according ND / Anaans nposeen no HJI: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 ot 12.05.2020)

1 Description / Onucanue

Ne i Test / Toxaszarens

Result / PeayabraTel

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnsle
NBOSIKOBBITYKJTBIC TaOJIETKW, TIOKPHLITHIE
IEHOYHOM 00o0Joukoif Genoro 1BeTa, C
puckoit Ha  opHoii  cropoHe. Ha
morepeyHoM paspese — supo Oemnoro
[BETA.

white core on a cross section.

10 TOYTH OENOTO IBETA.

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

/

Kpyrible ABOSKOBBITYKIIbIE TaGNETKH,
MOKPBITEIE  TJIEHOYHOH  06onoukoii
Oenmoro WM TOYTH OeEllOTO IBeTa, C
puckoit Ha omHoit croporne. Ha
fonepeyHOM pa3pese — A1po oT Henoro

Complies as prescribed /
COOTBETCTBYET

190.6mg / 190,6 mr

) Identification by HPLC/
| lommyHHOCTE

|

|

|

3 | Average weight / Cpennss
Mmacca

4 | Water / Bona

5 Uniformity of dosage units | 4.7/4,7

OJHOpPOAHOCTD

MO3MPOBAHNS

3.5% wiw / 3,5%

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). /

BpemMa ynepxWBaHWS OCHOBHOTO

nuKa Ha XpoMarorpamMme
MCIIBITYEMOTO  pacTBOpa  JIOTDKHO
COOTBETCTBOBATH BpEMEHH
yAep)KUBAHWA OCHOBHOrO IHMKa Ha
XpomarorpamMmme pacTBOpa
cTaHOApTHOTO oOpa3ua LUeTHpHU3WHA
FHAPOXTOpUIA (pa3zgen

«KonuuecTBeHHOE OTIPENETICHHEN).

196,7 mMr)

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

Not more than 8.0% w/w /
He 6onee 8.0 %

The acceptance value (AV) should be
less than or equal to 15.0 /
[TokazaTtesb mpremiieMocTH (AV)
ormkeH O6ITh He Gonee 15,0.

Remarks : The Product confirms to ND/
HMpumeuanne: IIponykT cootBeTcTBYET TpeboBanmamM HJI

Conclusion : APPROVED /

3akawuenue: OJOBPEHO
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Uncontrolled

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

Product  : Cetrine film coated tablets, 10 mg

[Mpoaykr  : IleTpuH® TabNeTKH, NOKPLITHIE MIEHOUHON 060104KOH, 10 MIr B
Batch No / : B2103698 Batch Quantity / ¢ 666.380 KG/
Cepusi Ne - |O6bem mapTuu 666,380 KI'
Analytical Report No / : 2002FP21002071 Date of Analysis / ¢ 30-10-2021
AnajuTHYecKMii oT4eT Ne Jlara ananusza

Date of Manufacture / : 09/2021 Date of Expiry / ;0872024

JaTa npom3BoacTBa Tlonen no

12.05.2020 / m3m. Ne 1 ot 12.05.2020)

Analysis performed according ND / Anasnu3s nposeaen mo HJI: I1 N013283/01-160919 (amend Ne 1 from

Ne Test / Moka3zaTens Result / PesyabTaTh | Specification / Hopma

6 Dissolution / PactBopeHme 95%, 96%, 94%, 95%, 94%, 95% Not less than 80% (Q) of the
labeled amount of
|C21H25C]N203'2HC] (CetiriZine
[dihydrochloride) is dissolved in 30
[minutes /
He wmenee 80 % (Q) or
HOMHMHAIEHOTO colepsKaHus

C21H25C]N203‘2HC1 (ueTHp[/I?)]/]Ha
uraapoxJopun) depes 30 MuH.

7 Impurities by HPLC/
PoncreenHbie IpuMecu
LHETHPHU3NHA

a) Impurity A / Not detected / He o6napyxena
MpuMech A

b) Impurity B /

npumech B Less than LOQ (LOQ=0.010%)

c) Impurity C/
npumeck C Less than LOQ (LOQ=0.017%)

" |d) Impurity D /

npumecs D Not detected / He o6HapyxeHa

]
e) Impurity E/ 0.06% / 0,06%
npumech E

f) Impurity F/ Not detected / He o6HapyskeHa
npumMecs F

g) Any unspecified impurity 0.11% / 0.11%

JItobas exyHU4HAag
HEWJIEHTUDUUMPOBAHH

st IPUMECH
0.2% /0,2%

h) Total impurities / Cymma
npuMecein

[a) Not more than 0.2 % / ne Gonee 0,2
%

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

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

Id) Not more than 0.2 % / He 6onee 0,2
i%

e) Not more than 0.2 % / He 6onee 0,2
%

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

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

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

Remarks : The Product confirms to ND/

IIpumeuanne: [TponykT cooTBeTcTBYET TpebopanusaM HJL

Conclusion : APPROVED /
3akaouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
HpoaykTr LeTprH® TabiIeTKH, MOKPBITHIC TINEHOUHO 06051049K0H, 10 M
Batch No / B2103698 Batch Quantity / 666.380 KG/
Cepus Ne o Oo0beM napTun 666,380 KI' |
Analytical Report No / 2002FP21002071 Date of Analysis / 30-10-2021
AHaJuTHYecKHii oTder No JaTta ananusa
Date of Manufacture / 09/2021 Date of Expiry / 08/2024
JdaTa npou3Bo/IcTBA Tomen no

Analysis performed according ND / Anaaus nposeaen mo HJI: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020)

No ______Test / TlokazaTtenn ~ |Result / PesyabTaTni Specification / Hopma
8 Microbial limits /
' MukpoOHosIornIecKas
qHUCTOTa
a) Total aerobic microbial Less than 10 CFU/g / INot more than 1000 CFU/g /
count / O61mee qucio Menee 10 KOE/r He 6onee 1000 KOE/T
a3pOOHBIX MUKPOOPTaHM3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6osiee 100 KOE/r
mould count / O6mee uncno  Meree 10 KOE/r
POJCKEBBIX U IIIECHEBBIX
rpubos Shall be absent in 1g / Orcyrcrere B 1
/Absent in 1g / OTcyTcTByeT B IT r
c) E. coli N
9 Assay / KonndecTBeHHOE 991 mg/9,91 mr Each film coated tablet contains not
oTpeneneHue less than 9.0 mg and not more than 11.0
mg  C,HysCIN,O3-2HCL  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
10 11 ,0 MI C21H25C1N203'2HC]
(ueTMpU3MHA ~ OUTHAPOXJIOPUA) B
N TadJIeTkKe.

10 Package / YmakoBka 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. / TTo 10 TabneTok B leaflet in a carton. "In bulk" package:
[MTBX/amomunueBom Gnuctepe. 1o 3 10 blisters in a carton. 252 cartons in
OyicTepa BMECTE C MHCTPYKLMEH 10 master carton.

MPUMEHEHWIO YTaKOBaHBI B AaUKy / ITo 10 Tabnetox B
KapTOHHYIO. [IBX/amomunneBoM 6nucrepe. [To 2
vu 3 GMcTepa BMECTE C
WHCTPYKITHEH 110 TPUMEHEHHIO
yNaKoOBaHB! B Ta4YKy KapTOHHYIO.
Vnakoska  "in-bulk”: Tlo 10
OJMCTEPOB MOMELIAIOT B KAPTOHHYIO
kopobky. Ilo 252 kapTOHHBIE
KOpPOOKM TIOMELIAIOT B KapTOHHBIN
- KOpoo. - |
11 Labeling / Mapkupogrka According to ND / B cootercTeun ¢ HJ]
12 Storage conditions / At temperature below 25 °C. / TTpu Temnepatype He Beime 25 °C.
XpaHeHue
13 | Shelf life / Cpok ropsocts 3 years / 3 rona o

Remarks : The Product confirms to ND/
Mpumeuanue: [TponykT coorBeTcTBYET Tpeboparusam HJ

Conclusion : APPROVED /
Zakaouenne: OJOBPEHO
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