Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product : Cetrine film coated tablets, 10 mg

Hpoaykt : lleTpuH® TabaeTKH, NOKPLITHIE MIEHOYHON 060/104KOi, 10 Mr - |

Batch No / : B2103399 Batch Quantity / : 665.600 KG/

Cepus Ne N O0bem mapTHH 665,600 KI'

Analytical Report No / : 2002FP21001904 Date of Analysis / : 22-09-2021

Anaautnuecknii oryer No Jara anaansa -

Date of Manufacture / 1 08/2021 Date of Expiry / : 07/2024

JaTa npou3sBoACTBa Toaen g0

Analysis performed according ND / Ananus nposenen o HJI: I1N013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 ot 12.05.2020)
r_j‘fg_ Test / IlokazaTeab | Result / PesyibTatsl [Speciflcation / Hopma __— N
White coloured, round, biconvex ﬁlm'I White or off white coloured, round,
1 Description / Onucanue 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-
NIBOAIKOBBINMYKJIbIE TabJeTKH, MOKpbITEIC|White core on a cross section. /
IeHOouHOH obonoykoil Genoro ugera, c|Kpyrikle JROAKORRIMYKIRIE TaOmeTKW,
PUCKOM Ha  OOHOM  cTopoHe. HamoKpeiTble MICHOYHOM  060s04KON
MolepeyHoM paspese — sapo Gemoro[oenoro wiM mnoyru 0Oeyioro npera, C
usera. puckoif Ha omHo# cropoHc. Ha
[I0IIEPEYHOM pa3pese — A/1po OT Genoro
| no moury 6enoro uBeTa.

2 Identification by HPLC/ Complies as prescribed / The retention time of the main peak
[ToAMHHOCTD 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 ynepXKuBaHHA OCHOBHOTO
nuKa Ha XpomarorpamMmmMe
MCIIBITYEMOr0  pacTBopa  JOJKHO
COOTBETCTBOBATh BPEMEHH
yIep>XuBaHUs OCHOBHOI'O MMHKa Ha
XpoMaTorpamMmme pacrBopa
cranfapTHoro obpaslia LETUPHU3MHA
TUAPOXJIOpHIA (paszen
«KonnyecTBEHHOE OMpeleIeHue).

3 Average weight / CpenHsis 1913 mg / 191,3 mMr 191.0 mg + 3.0% (185.3 mg-196.7 mg)
Macca 191,0 Mmr = 3,0% (or 1853 mMr jno
| - ~ [196,7 mr)

4 Water / Bona 3.2% wiw / 3,2% Not more than 8.0% w/w /

_ He 6onee 8,0 %

5 Uniformity of dosage units 32/32 The acceptance value (AV) should be

OmHOpPOAHOCTH less than or equal to 15.0 /
InO3UpPOBaHMS [Tokasarens npuemiieMocTi (AV)
moJkeH ObITE He OoJiee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [poaykt coorBeTcTBYET Tpebosanusm HIT 3akiaoyenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg
Hpoayxt : lerpun® Tabiaerku, NOKPHIThIE IIEHOYHON 060104K0H, 10 MI
Batch No / : B2103399 Batch Quantity / 665.600 KG / o
Cepusn Ne O6bemM napTu 665.600 KI"
Analytical Report No / 2002FP21001904 Date of Analysis / 22-09-2021
Ananaurudeckuii oruer No B JaTa anaausa
Date of Manufacture / 08/2021 Date of Expiry / 07/2024
JlaTa npon3BoACTBA Togen a0

Analysis performed according ND / Ananus nposeaen no HJI: T1 N013283/01-160919 (amend Ne 1 from
12.05.2020 / uzm. Ne 1 ot 12.05.2020)

Ne Test / Iloka3aTeb

[Result / PesyabTaThl

[ Specification / Hopma

6 Dissolution / Pactopenue

97%, 99%, 98%, 100%, 100%, 101%

[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) ot
HOMUHATBHOTO coJiepKaHus
C,;H,5CIN,0;-211IC] (uetupuzuna
nuruapoxsgopun) yepes 30 MuH.

7 Impurities by HPLC/
PoacreeHHble npumecu
HeTUpU3nHa

a) Impurity A /
npumech A
b) Impurity B /
npumecs B
c) Impurity C/
npumecs C

d) Impurity D /
npumMecs D

e) Impurity E /
npumMeck E

f) Impurity F /
npumeck F

JIro6as enMuHUYHAA
HeuneHTUGUIMPOBAHH
ast IpUMecCh

npumecei

g) Any unspecified impurity

h) Total impurities / Cymma

Less than Limit of Detection
LOD=0.005%)

Not detected / He obHapyixeHa

Not detected / He obuapyxeHa

Less than LOQ (LOQ=0.003%)

0.04% / 0,04%

Not detected / He obHapyxeHa

0.11%/0,11%

0.3%/0,3%

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

b) Not more than 0.2 % / He 6osee 0,2
%

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

d) Not more than 0.2 % / He 6osee 0,2
%

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

f) Not more than 0.2 % / ne 6osnee 0,2
%

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

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

Remarks : The Product confirms to ND/

Hpumeuanne: [Ipoaykt cooTBeTCTBYET TpeboBaHusM HJ[

Conclusion : APPROVED /
3axmoyenune: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

AHaauTuyeckuii oTuer Ne

CEPTUOUKAT AHAJIN3A
Product : Cetrine film coated tablets, 10 mg
Mpoaykr : llerpun® TabneTku, NOKPbITbIE [LICHOUHOM 060104K0i1, 10 Mr
Batch No / : B2103399 Batch Quantity / : 665.600 KG/
Cepus Ne O6bemM napTuu 665,600 KT"
Analytical Report No / : 2002FP21001904 Date of Analysis / 1 22-09-2021

JlaTa aHaauza

JlaTa npoH3BOACTBA

Date of Manufacture / ¢ 08/2021 Date of Expiry / : 07/2024

Tonen gao

Analysis performed according ND / Auann3 nposeaen mo HJI: ITIN013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020)

Ne Test / IlokasaTean

8 Microbial limits /
Mukpobuosioruyeckas
HHUCTOTA

a) Total aerobic microbial
count / O6lee “HCIIO
a3pOOHBIX MUKPOOPraHU3MOB

b) Total combined yeasts and
mould count / O6wee uncio
IPONOKEBBIX U TIIECHEBBIX

Result / PesyabTaTel B | Specification / Hopma
[

Less than 10 CFU/g/ Not more than 1000 CFU/g /

Menee 10 KOE/r He 6onee 1000 KOE/r

Not more than 100 CFU/g /
Less than 10 CFU/g / He Gonee 100 KOE/r
Menee 10 KOE/r

rpubos Shall be absent in 1g / OrcyrcrBue B 1
Absent in 1g / OrcyTcTByeT B 1r I
) E. coli - -
9 Assay / KonmuuectBeHHoe 9.98mg /9,98 mr Each film coated tablet contains nﬁ
onpenesieHue less than 9.0 mg and not more than 11.
mg  C;HysCIN,O3-2HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr]
00 11 ,0 Mmr C21H25C1N203'2HC]
(neTMpU3MHA  OUCHAPOXJIOpUA) B
TabJieTke. ]
10 Package / YniakoBka 10 tablets in PVC/aluminum blister. 2 10 tablets in PVC/aluminum blister. 2

blisters and patient information leaflet in a |or 3 blisters and patient information

carton. / 1o 10 TabneTox B leaflet in a carton. "In bulk" package:
[1BX/amomunueBoM 6nuctepe. [1o 2 10 blisters in a carton. 252 cartons in
OnucTepa BMECTe ¢ MHCTpyKIHMeE o master carton.

PUMEHEHNIO YIIAKOBAHEI B [1A4KY / ITo 10 Tabnerok B

KapTOHHYIO. [IBX/amomunueromM 6nucrepe. [o 2

unu 3 6iuctepa BMECTe ©
MHCTPYKLUEH 0 NPUMEHEHHIO
yNakoBaHbI B Na4Ky KAPTOHHYIO.
Vmakoeka  "in-bulk": [lo 10
OJINCTEpOB MOMELLAIOT B KAPTOHHY O
kopobky. Ilo 252 KapTOHHBIE
KOPOOKM MOMELIAIOT B KapTOHHBbIH
KopoO.

T Labeling / MapkupoBka

According to ND / B cootBeTcTBun ¢ H/J
|

12 Storage conditions /
XpaHeHue

;;At temperature below 25 °C,/ [1pu Temnepatype He Bbiwe 25 °C.

13 Shelf life / Cpok rogHocTr

3 years / 3 ropa

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanne: Ipoaykr coorsercTpyer TpeboBanusm HJL 3akuouenue: OJJOGPEHO
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