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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3IA
Product Cetrine film coated tablets, 10 mg
MpoayxT LlerpuH® TabneTKu, TOKPHIThIE NIEHOUHOM 0605104K0H,10 MI |
Batch No / B2103677 Batch Quantity / 667.880 KG/
| Cepun Ne B O6bem napTumn 667,880 KI"
Analytical Report No / 2002FP21002062 Date of Analysis / : 30-10-2021
Ananurnueckmii otTyer Ne JlaTa anaauza
Date of Manufacture / 09/2021 Date of Expiry / 08/2024
Jdata npou3BoAcTBA I'onen mo

Analysis performed according ND / Ananus nposeaen mo HJI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 ot 12.05.2020)

| Test / TMokasaTeanb

| Result / Pe3yabTaThb!

Specification / Hopma

Description / Onucanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnele
MBOSKOBBITIYKJIBIE TaONETKH, IOKPBITHIE
nyeHoyHOI oGoioukoif Oemoro 1BeTa, ¢
puckoii Ha  omHo#  cropoHe. Ha
morepeyHoM paspese — sApo  Oeroro
IBETA.

White or off white coloured, round,
biconvex film coated tablet with a
breakline on one side. White to off-
white core on a cross section. /
Kpyrible OBOSIKOBBITYKIIbIe TabIeTKH,
MOKPBITBIE  TJEHOYHONW  06Gonoukoit
Oenoro WM TIOYTH Oejloro uBera, C
puckoii Ha omHOH cTopone. Ha
IONepPeYHOM pa3pese — AOpo OT GeNloro
0 mmouTH 6EI0ro 1BeTa.

Complies as prescribed /
CooTBeTCTBYET

191.7mg / 191,7 mr

3.2% w/w /3,2%

2 Identification by HPLC/
[ToamMHHOCTE

3 Average weight / Cpenss
Macca

4 Water / Boxa

5 Uniformity of dosage units

OnrOpOOHOCTH
I031POBAHKA

3.0/3,0

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 ynepxkuUBaHHA OCHOBHOTO

nuka Ha XpoMaTtorpaMme
WCTIBITYEMOTO  PacTBOpa  AOJKHO
COOTBETCTBOBATH BpPEMEHU
yIepKUBaHWs OCHOBHOIO ITMKa Ha
XpoMaTtorpaMmme pacTBOpa
cTaHmapTHoOro obpasua LeTHpH3NHA
THAPOXJIOpHIA (paznen

«Konu4ecTBEHHOE ONpPENETEHHED).
191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mMr = 3,0% (or 1853 Mr no
196.7 mr)

Not more than 8.0% w/w /

He 6onee 8.0 %

The acceptance value (AV) should be
less than or equal to 15.0 /

[Tokasareins mpreMimeMocTl (AV)
oMKeH O6ITh He 6omee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3axmwuenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product Cetrine film coated tablets, 10 mg

ITpoaykTr LleTpur® TabneTKH, IOKPHITLIE TNEHOYHOH 0601104K0M, 10 MT

Batch No / B2103677 Batch Quantity / 667.880 KG / Bk
Cepus Ne O6BLeM naprun 667.880 KI'

Analytical Report No / 2002FP21002062 Date of Analysis / 30-10-2021
AHaJINTHYeCKHil oTdeT Ne HMaTta anaausa

Date of Manufacture / 09/2021 Date of Expiry / 08/2024

Jdata mpou3BOACTBA T'onen 1o

Analysis performed according ND / Auasns nposeen no HJI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / uaM. Ne 1 ot 12.05.2020)

(Ne [Test/Toka3zarenn

Result / PeayabTaThl

6 | Dissolution / PactBopenite

7 Impurities by HPLC/
| PoxicTBeHHEIE TpUMe
HETUPH3HHA

a) Impurity A /
npuMech A

b) Impurity B /
npuMech B
c) Impurity C/

npumMech C

d) Impurity D /
npuMeck D

e) Impurity E /
npuMech E

f) Impurity F /
npumMecs F

JIro6as equHUYHAA
HeMAEHTUPUIMPOBAH
A TIPUMECH

puMecen

CH

g) Any unspecified impurity

H

h) Total impurities / Cymma

Not detected / He o6napy:xena
0.01% /0,01%

Less than Limit of Detection
LOD=0.006%)

Less than LOQ (LOQ=0.003%)

0.06% / 0,06%

Not detected / He o6HapykeHa

0.10% / 0,10%

0.3% /0,3%

| Specification / Hopma

96%, 95%, 97%, 97%, 94%, 97%

'Not less than 80% (Q) of the |
labeled amount of
C21H25CIN203'2HC1 (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmenee 80 % (Q) or
HOMHHAIILHOTO COEIKaAHUS

C, H,sCIN,05-2HCI (uetupusuna
murupoxsiopun) depes 30 MuH.

a) Not more than 0.2 % / 1e Gosee 0,2
%

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

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

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

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

f) Not more than 0.2 % / ue 6onee 0,2
%

9) 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/
TMpumeuanue: ITponykT cooTBeTcTBYeET TpeGoBanmaAM HJL

Conclusion : APPROVED /
Zaxaouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg i
ITpoaykTt I{eTprH® TabIeTKH, MOKPBITHIE IITEHOUHOM 060104K0#, 10 M |
Batch No / B2103677 Batch Quantity / 667.880 KG/
|Cepus Ne O6bem mapTum 667,880 KT’
Analytical Report No / 2002FP21002062 Date of Analysis / ¢ 30-10-2021
AnanuTHYecKMii oTueT No JlaTa aHaausa
Date of Manufacture / 09/2021 Date of Expiry / 08/2024
JlaTa nponsBoacTBa Toxen Ko

Analysis performed according ND / Auanns nposeaen mo HJI: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020)

Ne Test / TlokazaTens Result / PesynbTaTbl Specification / Hopma -
8 Microbial limits /
Mukpobuosorndeckas
HHCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61ee 4ucno Mewnee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MHKPOOPTaHN3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6omee 100 KOE/r
mould count / O6mee uncno [Menee 10 KOE/r
IPOMGKEBBIX U MIIECHEBBIX
rpubos Shall be absent in 1g / OtcyrcTare B 1
Absent in 1g / OtcyTcTBYeT B IT F
c) E. coli B
9 Assay / KomiecTBeHHOE 9.77 mg /9,77 mr Each film coated tablet contains notl
oTipefeNneHne less than 9.0 mg and not more than 1 I.OI
mg  CyHysCIN,O5-2HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 MI1
n{s) 1 1,0 MI’ C21H25C1N203'2HC1
(lleTHpHU3MHA  OUTUAPOXJIOPHI) B
TabneTke.

10 Package / YrakoBka 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:
[MBX/amomunneBoM 6muctepe. 1o 3 10 blisters in a carton. 252 cartons in
GnucTepa BMecTe ¢ MHCTpYKIMeH 1o master carton.

MPUMEHEHHUIO YTIaKOBaHbI B MaYKy / TTo 10 TabieTok B
KapTOHHYHO. [IBX/amomunueBoM bnucrepe. 11o 2
i 3 GircTepa BMECTE C
WHCTPYKUHEH 10 TPUMEHEHHIO
yIIaKOBAHB! B IAUYKy KapTOHHYIO.
Vmakoska  "in-bulk": Tlo 10
ONMUCTEPOB OMEIIAIOT B KAPTOHHYIO
kopobky. Ilo 252 KapTOHHBIE
KOpoOKM TIOMeNJaloT B KapTOHHEIH
- KOpo0. -
11 Labeling / MapxupoBka According to ND / B coorserctBun ¢ HJ|
12 Storage conditions / At temperature below 25 °C. / IIpn Temmeparype He Brime 25 °C,
X paHeHue
13 |Shelflife / Cpok rogHOCTH o o

3 years / 3 rona

Remarks : The Product confirms to ND/
Tpumeyanne: [TPpoOyKT COOTBETCTBYET TpebopanmsaM HJI

Conclusion : APPROVED /
3axarwyenue: OJJOBPEHO
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