Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Product  : Cetrine film coated tablets, 10 mg : i
Ipoaykr LleTpuH® TabneTki, NoKpbIThie NJ1eoUHoH 060/10uKoii,10 M i oy
Batch No / : B2104566 Batch Quantity / 671320 KG/
CepmiriNosbh. it T s s R S R O0BLeM apTUR 671,320 KI" e
Analytical Report No / 2002FP2200004 1 Date of Analysis / 12-01-2022
AHamnTH4ecknii oTyer Ne JlaTa anaausa
Date of Manufacture / 12/2021 Date of Expiry / 11/2024
JaTa npou3BoACTBA Tonen a0

Analysis performed according ND / Anasuz nposeaen no HI: I1N013283/01-160919 (amend Ne 1 from
12.05.2020 / uzm. Ne 1 ot 12.05.2020

Ne [Test/ Hoxasareas

Result / PesyabTaThl

Speciﬂcation / Hopma

1 Description / Onucanne

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrieie
IBOSKOBBINYKNbIE TabNETKH, [MOKPBITHIE
mienounoii obonoukoit Genoro uBera, C
puckoii Ha  omHOW  cropoHe. Ha
MOIIepeYyHoM paspese — AApo 6Genoro
[BCTA.

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. /
Kpyrnble OBOSKOBBINYIKIIBIE TabIETKH,
NOKPLIThIE  IUIGHOYHOH  060704YKOoH
Gesioro- MM MOuTH Oenoro 1Bera, C
puckoii Ha omHOH cropone. Ha
MOMepeyHoM pa3pese — aApo ot 6enoro
10 IIoYTH 6€N10To LBeTa.

(B¥]

Identification by HPLC/
[ToanuHHOCTDL

Complies as prescribed /
CoOoTBETCTBYET

.| The retention time of the main peak

_ |MCIIBITYEMOTO

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). /

BpeMs  yNep)KHBaHHsA = OCHOBHOIO
nuKa Ha XpoMaTorpamme
pacTBopa  IOJIAKHO
COOTBETCTBOBATh BpEeMEHH
yIOepXUBaHUA OCHOBHOTO TNHKAa Ha
XpoMarorpamme pactBopa
CTaHgapTHOro 06pasla HeTHpU3uHa
rUApoOXJIOpUIa (paspen
«KonHuecTBEHHOE OnpeneeHue).

3 Average weight / Cpennss
macca

191.6 mg 7 191,6 mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 185,3 Mr mo
196,7 Mr)_

4 Water / Boga

3.2% wiw/32%

[ Not more than 8.0% wiw /

He 6onee 8.0 %

5 Uniformity of dosage units
OnHOpOOHOCTL
1O3UPOBAHUS

29/29

The acceptance value (AV) should be
less than or equal to 15.0/
[Toka3zarens npremnemoct (AV)
nomikeH ObIThH He Gonee 15,0,

Remarks : The Product confirms to ND/
IIpumeuanue: IIponykT cooTBercTByeT TpeboBanuam HIT

Conclusion : APPROVED /
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg : ]
Npoaykr  : LlerpuH® TabieTku, NOKPLITLIE TNIEHOYHOH obonoukol,10mr
Batch No / : B2104566 Batch Quantity / 671.320KG/
Cepus Ne . |O6bem nmapTuu 671,320 KI' i L
Analytical Report No / 2002FP22000041 Date of Analysis / i 12-01-2022
Ananantuyeckuii oTuer Ne JlaTa anaausa SR
Date of Manufacture / 12/2021 Date of Expiry / 11/2024
JlaTta npousBojcTBa Tonen 1o

12.05.2020 / n3m. Ne | ot 12.05.2020

Analysis performed according ND / Anaaus nposenen no HJ/I: [TN013283/01-160919 (amend Ne 1 from

N [Test/ [Mokasatea,

| Result / PesyabtaTs

Specification / Hopma _

6 Dissolution / Pacmopeﬁhe

96%, 97%, 98%, 99%, 98%, 98%

Not less than 80% (Q) of the
labeled amount of
C2|H2501N203'2HC‘ (CCtiriZine
dihydrochloride) is dissolved in 30
minutes /

He wmenee 80 % (Q) or
HOMUHAJIEHOTO coaepxaHms
CyH25CIN;03-2HCI (uetupnsuHa
murpipoxaopun) yepes 30 MumH.

Uncontrolled Copy

. npyuMeck F

7 Impurities by HPLC/
PoncreeHHsle npuMecu
LeTMPU3MHA

a) Impurity A /
npumMecs A

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

d) Impurity D/
npumecs D

e) Impurity E/
npumecs E

f) Impurity F /

g) Any unspecified impurity

JIro6as equHUYHAs
Hen1eHTU UL POBaHH
a5 IPUMECh

h) Total impurities / Cymma
npumecei

Not detected / He obuapyxena

Not detected / He o6Hapyxxena

Not detected / He o6rapyxeHa

Less than LOQ (LOQ=0.003%)

0.03%/0,03%

Not detected / He oGHapyxena

0.08% / 0,08%

0.1%/0,1%

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

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

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

d) Not more than 0.2 % / xe 6onee 0,2
%

e) Not more than 0.2 % / e Sonee 0,2
%

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

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

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

Remarks : The Product confirms to ND/

IIpumeuanne: [Iponykr cooTBeTcTBYeT TpeGoBaHuam HII

| Conclusion : APPROVED /
3akarwuenue: QOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product  : Cerine film coated tablets, 10 mg
Opoaykr : LlerpuH® TabaeTku, MOKPLITLIE MIEHOYHOH 0007109K0H, 10 Mr

Batch No / : B2104566 Batch Quantity / 1 671.320KG/

Cepus Ne e i O6bem napTun 671,320 KI' =
Analytical Report No / : 2002FP22000041 Date of Analysis / 0 12-01-2022
AHAJNHTHYECKUI 0THeT Ne Jara anaausa

Date of Manufacture / :12/2021 Date of Expiry / 1172024

JaTa npou3BoJcTBa I'ogen o

12.05.2020 / u3m. Ne 1 ot 12.05.2020

Analysis performed according ND / Anaaus nposeaen no HJI: I1 N013283/01-160919 (amend Ne 1 from

Ne [ Test/ ITokasatenn Result/ PesyabTathl [ Specification / Hopma
Microbial limits / 1
Mukpobuonornyeckas
UHCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / ObLuee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a9pOOHBIX MUKPOOPraHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ , He Gosiee 100 KOE/r
mould count / Obwee uncimo  |Menee 10 KOE/r
IPONOKEBBIX H IIIECHEBBIX
rpuboB Shall be absent in lg / OTcyTcTBuUe B ]
Absent in 1g / OrcytcTByeT B. 11 r
¢) E. coli
9 Assay / KonyecrseHHoe 9.99mg/999 mr Each film coated tablet contains not
onpesesieHue less than 9.0 mg and not more than 11.0
mg  CyH,sCIN,O3:2HCT  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
no 11,0 wmr Gy HysCIN,052HCI
|((netnpu3uHa = OUTHAPOXJIOPMA) B
TabieTke.
110 Package / Yniakorka 10 tablets in PV C/aluminum blister. 10 tablets in PVC/aluminum blister. 2
‘i 3 blisters and patient information leaflet |or 3 blisters and patient information
in a carton. / I[To 10 Tabnerok B leaflet in a carton. "In bulk" package:
[1BX/amoMuHueBoM 6nucrepe. [To 10 blisters in a carton. 252 cartons in
3 GuucTepa BMECTe ¢ MHCTpyKlneid no  |master carton.
[IpMMEHEHHIO YTIaKOBAHEI B [1AYKy / Tlo 10 Tabnerok B
KapTOHHY!O. [MBX/anomunuesoM 6nuctepe. ITo 2
unu 3 6aucrepa BMECTE C
MHCTPYKLMEN 110 IPUMEHEHHIO
yNaKoBaHEI B [TAUKY KAPTOHHYIO.
Vmakopka  "in-bulk": Ilo 10
GIMCTEPOB TOMELIAIOT B KAPTOHHYI0
kopobky. Ilo 252  KapToHHBIE
KOpOOKH MOMEINAIOT B KAPTOHHBIH
| Kopoo.
1 Labeling / Mapxuposka According to ND / B coorBercrauu ¢ HJT
12 Storage conditions / At temperature below 25 °C. / IIpu TemnepaType He BbiLe 25 °C.
XpaHeHue
13 |Shelflife / Cpok rognoctn 3 years /3 rona

Remarks : The Product confirms to ND/

Conclusion : APPROVED /
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