Uncontrolled Copy

CERTIFICATE OF ANALYSIS

J[aTa MPOH3BOACTBA

CEPTHOUKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg
Mponyxt _: LleTpun® TabneTku, noxpeiThie IuIeHouHOI 0605109K0#, 10 MP
Batch No/ ¢ B2200153 Batch Quantity / : 670.610 KG/
Cepusn Ne Ob6beM napTHH 670,610 KT
Analytical Report No / : 2002FP22000156 Date of Analysis / : 30-01-2022
AHaguTHYecKHi oTuer Ne JlaTa aHanu3a
Date of Manufacture / 01/2022 Date of Expiry / : 122024

Topen o

Analysis performed according ND / Anaans nposeaen no HJI: IT NO1 3283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 oT 12.05.2020

Ne Test / IlokaszaTens

Result / PeayapTaTnl

Specification / Hopma

1 Description / Onucanne

White coloured, round, biconvex film
coated tablet with a breakline on one side.

meHoyHolt obonovkoit Genoro usera, €

puckoit Ha ofHoi  cropoHe. Ha
nonepeyHoM paspese — saapo 6enoro
mBeTa.

White core on a cross section. / Kpyrnsiebreakline on one side. White to off-
BOAKOBBIMYKJIBE TabneTkW, MOKphITHIEWhite core on a Cross section. /

White or off white coloured, round,
biconvex film coated tablet with a

Kpyrsble JBOAKOBLIMYKIIbIE TabNeTKH,
MOKpPHITEIE  TUIEHOYHOM  o6onouxo#
Gennoro minu noutH Genoro usera, c
puckoif Ha ofHoN cropoHe. Ha
rorepeyHoOM pa3spese — Sapo ot Gesoro
o nourH 6enoro UBeTa.

2 Identification by HPLC/
[MoanHHHOCTD

Complies as prescribed /
CooTBETCTBYET

The retention time of the main peak
in the chromatogram of test solution
ishould correspond to the retention
time of the main peak in the
ichromatogram of cetirizine
dihydrochloride reference standard
Isolution (section Assay). /

BpeMs yAEpXHBAaHWA OCHOBHOIO
NHKa Ha XpoMarTorpaMme
MCMIEITYEMOTO  pacTBOpa  JAOMKHO
COOTBETCTBOBATh BpEMEHH
yAepXKHBaHHA OCHOBHOTO MHKa Ha
XpoMaTorpaMMe pacTeopa
cTaHZapTHOro obpasla LeTHpU3HHA
rHApOXJIOpHAA (pazmen
«KonuyecTBeHHOE onpeZielIeHHE) ).

3 Average weight / CpenHss
[Macca

190.9 mg /190,9 mr

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

4 Water / Boaa

2.9% wiw / 2,9%

Not more than 8.0% w/w /
He Gonee 8,0 %

S5 Uniformity of dosage units
Y OmHOPOXHOCTH
N03UPOBAHHS

3.6/3,6

The acceptance value (AV) should be
less than or equal to 15.0 /
[Toka3saTens npuemneMoctu (AV)
FIOH)KEH O1ITE He Gonee 15,0.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanne: ITpoxykT coorBeTCTBYET TpeboBanuaM HJI 3axmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTU3A

Product : Cetrine film coated tablets, 10 mg
NMpoaykr : IleTpun® Tabnerku, moKphITHIE MTIEHOYHOMN 0607104K0H, 10 Mr
Batch No / B2200153 Batch Quantity / : 670.610KG/
Cepua Ne O6BeM NapTHH 670,610 KT
Analytical Report No / ¢ 2002FP22000156 Date of Analysis / + 30-01-2022
AHaauTHYecKHit oTueT No HaTta asanusa
Date of Manufacture / ¢ 0172022 Date of Expiry / 12/2024

aTa MPOH3BOACTBA Topen no

12.05.2020 / u3M. Ne 1 ot 12.05.2020

Analysis performed according ND / Anasus nponeaen mo HI: TT1 N013283/01-160919 (amend Ne 1 from

Ne Test / ITokazaTenns

Result / PeayabtaTh

Specification / Hopma

6 Dissolution / Pacteopeune

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

Not less than 80% (Q) of the
labeled amount of
C,3HysCIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30

minutes /

He MeHee % (Q) or
HOMWHANBHOTO conepkaHms
C,1H,5CIN,05:2HCI (ueTupusuna

nuryuapoxnopua) yepes 30 MuH.

80

Impurities by HPLC/
Poncreennsie npumecn
LUETHPU3HHA

) Impurity A /
npumech A

b) Impurity B /
mpumecs B
c) Impurity C/
mpumecs C

d) Impurity D /
npuMmecs D

e) Impurity E /
npumecs E

f) Impurity F /
npumecs F

9) Any unspecified impurity

JIro6as equHuYHas
HenAeHTHLMPOBAHH
as TIpUMeECh

h) Total impurities / Cymma
npumeceit

Less than Limit of Detection
(LOD=0.005%)

Not detected / He oBHapyxena

Not detected / He o6Hapyxena

Not detected / He o6napyxena

0.02% / 0,02%

Less than Limit of Detection
(LOD=0.015%)

0.09%/0,09%

0.3%/0,3%

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

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

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

9) 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/
[Ipumeuanue: [Tponykr coorsercTBYeT TpeGoBanmsiM HJT

Conclusion : APPROVED /
3akniouenue: OHOEPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJH3A
Product Cetrine film coated tablets, 10 mg
Mpoaykr : UeTpun® Tabnerku, mokpuiThie IeHoYHoM 0601104K0#, 10 Mr
Batch No / ¢+ B2200153 Batch Quantity / 670.610 KG /
Cepus Ne O6beM NapTHH 670,610 KI"
Analytical Report No / : 2002FP22000156 Date of Analysis / ¢+ 30-01-2022
Anaaurudeckuii oryer No HaTa anannsa
Date of Manufacture / ¢ 0172022 Date of Expiry / 12/2024
aTa MPON3BOJACTBA Topen o
Analysis performed according ND / Aussu3s nposeaen mo HII: IT N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3M. Ne 1 ot 12.05.2020
[Ne | Test/ IToka3zarens Result / PesyabTaThl Specification / Hopma
8 Microbial limits /
Mukpobuonoruyeckas
qUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61ee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6wee uncio  Menee 10 KOE/r
IIPOXOKEBBIX W TIECHEBBIX
rpn6oB Shall be absent in 1g / OtcytcTBuUEe B |
Absent in 1g / Orcyrcreyer B IT r
c) E. coli
9 Assay / KonnaectsenHoe 9.86 mg /9,86 Mr Each film coated tablet contains no
loTIpesieNienne less than 9.0 mg and not more than 11.0)
mg C2|H25C1N203'2HC1 (cctirizine
dihydrochloride) per tablet / Ot 9,0 M1
(e 11,0 wMr  CyHz5CIN,O5-2HCI
" (uerupHM3uHa ~ JOUrHAPOXJIIOPHA) B
rabnerke.
10 Package / Ynakoka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information leaflet in jor 3 blisters and patient information
ia carton. / ITo 10 Tabnerok B leaflet in a carton. "In bulk" package:
[MTBX/antomMuBaneBoM Gnucrepe. ITo 10 blisters in a carton. 252 cartons in
2 6nucrepa BMeCTe C MHCTPYKUMEH o |master carton.
MPUMEHEHHIO YTIaKOBaHBI B MAYKy ITo 10 Tabnerok B
KapTOHHYIO. [1BX/amomnunesom 6nuctepe. ITo 2
1K 3 6acTepa BMecTe ©
CTpYKIUei 110 IPHMEHEHHIO
NIaXOBaHbI B Ta4Ky KapTOHHYIO.
makoBka  "in-bulk": ITo 10
JIUCTEPOB TIOMEILAIOT B KAPTOHHYIO
kopo6ky. ITo 252 kaproHHbIE
KOPOOKH MOMEILAOT B KaPTOHHBINA
KOpo6.
11 Labeling / Mapkuposka According to ND / B cootBerctBun ¢ HJ{
12 Storage conditions / At temperature below 25 °C. / ITpu TeMnieparype He Bhiuie 25 °C.
X paHeHue
13 Shelf life / Cpox rognocT 3 years / 3 rona
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumcuanue: IpoaykT cooTBercTBYET Tpebosannam HIT 3axarouenne: OHOBPEHO
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