Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg o
IlpoaykT LleTpun® TabeTKy, NOKPLIThIE MIEHOYHOH 0603104K0#, 10 Mr ) |
Batch No / : B2103402 Batch Quantity / 676200 KG/
Cepust Ne O0beM NApTHH 676,200 KT" |
Analytical Report No / 2002FP21001939 Date of Analysis / i 24-09-2021
AnanuTHYecKuii oTyeT No JaTa aHaau3a
Date of Manufacture / 09/2021 Date of Expiry / 08/2024
Jdata npou3BoACTBA Ionex a0

12.05.2020 / uam. Ne 1 ot 12.05.2020)

Analysis performed according ND / Auaau3 nposeaen mo HJ: ITN013283/01-160919 (amend Ne 1 from

Ne  |Test/ IokasaTen

1 Description / Onyicanve

Result / PesyabTaThl
White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrasle
NBOSKOBBINYK/IbIE TabJeTky,
maeHo4yHoil obojioukoi Oenoro uBeTa, C

Specification / Hopma

TIOKPBITHIE

puckoii Ha  omHoii  cropone. Ha
ormepeyHoM paspese — AApo  6ejoro
LBeTa.

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 NBOSKOBBLITYKIIbIE TalieTKU,
IOKpbITBIE  TUIEHOYHON  obonoukoif
Oeoro wiM nourn Oenoro ipera, ¢
puckoii Ha omHO# cropore. Ha
nonepeyHoM paspese — AApo oT 6e1oro
10 noutH Gesioro 1BeTa.

2 Identification by HPLC/
[TognuHHOCTH

Complies as prescribed /
CooTBeTCTBYyET

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). /

Bpemsi yaepxuBaHUS OCHOBHOTO
nvka Ha XpomarorpamMme
HCTIBITYEMOTO ~ pPacTBopa  JOMXKHO
COOTBETCTBOBATD BpEMEHH
yIep)KHBaHUs OCHOBHOrO MHKA HA
XpoMaTorpamMmme pactBopa
CTaHZapTHOro obpasla LETHPU3NHA
THUIPOXJIOPUAA (pazaen
«KonuyecTBeHHOC ONpefeJeHne»).

3 Average weight / Cpenuss
Macca

4 Water / Boga

190.7 mg /

3.6% w/w / 3,6%

190,7 mMr

191.0 mg =+ 3.0% (185.3 mg-196.7 mg)
191,0 Mr £ 3,0% (ot 1853 mr a9
196,7 mr)
Not more than 8.0% w/w /
He 6onee 8,0 %

5 Uniformity of dosage units
/ OTHOPOHOCTD
IMO3MPOBAHHUS

221722

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokazatens npuemaemocta (AV)
moJkeH ObITh He Oonee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanue: I1poaykr coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zakmouyenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg S
Hpoaykr HerpiH® TabJIETKH, TOKPLITLIE [1JIEHOYHOM 0605104K0i, 10 Mr B N
Batch No / : B2103402 Batch Quantity / 676.200 KG/
Cepus Ne - O6beM mapTuu 676,200 KT' -
Analytical Report No / : 2002FP21001939 Date of Analysis / 24-09-2021
| AHajiuTHYecKuii oT4yeT Ne JaTa anaausa
Date of Manufacture / 09/2021 Date of Expiry / 08/2024
JlaTa npousBoacTBa I'oen fo

Analysis performed according ND / Anasus nposeaen no HJI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 ot 12.05.2020)

| Specification / Hopma

|Not less than 80% (_Q) of the

labeled amount of
C,;H,5sCIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He weHee % (Q) or
HOMHHAJILHOTO coaepkaHus
C,;H,5sCIN,05-2HC! (ueTupusuna
nurugpoxaopun) yepes 30 MuH.

80

Ne | Test / TIoka3zaTeb | Result / PesyabTats!
6 Dissolution / PacTBopeHue 99%, 99%, 101%, 99%, 98%, 97%
7 Impurities by HPLC/

PoncrBeHHbIe IpUMECH

UEeTUpU3UHA

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

d) Impurity D/
npumecs D

e) Impurity E /
npumecs E

L’) Impurity F /
npumecs F

JIro6asa equHUYHAS
HeuIeHTU UL POBAHH
as [puMech

npuMmecei

g) Any unspecified impurity

h) Total impurities / Cymma

Not detected / He o6napysxeHa
Not detected / He oOGHapy»xeHa

Not detected / He obHapyxkeHa

Not detected / He obHapyxeHa

0.04% / 0,04%

Not detected / He o6napyxeHa

0.08% / 0,08%

0.1%/0,1%

a) Not more than 0.2 % / »e 6oee 0,2
%

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

c) Not more than 0.2 % / ue 6osee 0,2
%

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

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

f) Not more than 0.2 % / ve 6osnee 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/
Tpumeuanue: [lpoayxr cooTBeTcTBYET TpeGoBanuam HJT

Conclusion : APPROVED /
3akaiouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product Cetrine film coated tablets, 10 mg

IIpoaykr LeTpun® TabneTku, MOKPhLIThIC 1eHOYHOH 0607104K0#H, 10 Mr B
Batch No / : B2103402 Batch Quantity / 676.200 KG /

Cepusi Ne Oo0bemM napTuM 676,200 KI' B
Analytical Report No / 2002FP21001939 Date of Analysis / 1 24-09-2021
|AHaauTHYECKHIi oTueT Ne Jarta anajiusa

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

Jara npou3soacrpa T'omen a0

Analysis performed according ND / Ananu3 nposeaen no HJI: T1 N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020)

Ne Test / [lokazartesab Result / PesynabTaTsl Specification / Hopma __
Microbial limits /
Mukpobuooruyeckas
UUCTOTA
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / O6ree uncao Menee 10 KOE/T He Gonee 1000 KOE/r
a’pOOHBIX MUKPOOPraHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ He 6onee 100 KOE/r
mould count / O6mee yuciao [Menee 10 KOE/r
IPOXOKEBBIX U IUIECHEBBIX
rpuboB Shall be absent in 1g / OrcyTtctBue B 1
Absent in 1g / OTcyTcTByeT B 1T r
| c) E. coli -
9 Assay / KonnyectBeHHoe 9.82 mg /9,82 mr Each film coated tablet contains not
ofpeneneHue less than 9.0 mg and not more than 11.0
mg C,H,sCINyO3-2HCL  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
10 1 1,0 Mr C21H25C1N203'2HC]
(ueTHpU3WHA  JUIMAPOXJIOpUA) B
TabJyieTKe. -

10 Package / Vimakoeka 10 tablets in PV C/aluminum blister. 3 10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet in a |or 3 blisters and patient information
carton. / Ilo 10 Tabnetok B leaflet in a carton. "ln bulk” package:
[1BX/amomunueBom 6aucrepe. [1o 3 10 blisters in a carton. 252 cartons in
OnucTepa BMeCTe ¢ MHCTpykLUueil no master carton.

IPUMEHEHUIO YITAKOBAHEL B NIAYKY / Tlo 10 rabnerok B

KapTOHHY1O. [TBX/anomunuesom 6nucrepe. I1o 2
uny 3 6nucrepa BMECTE ¢
HUHCTPYKIHEH [0 TPUMEHEHHIO
yIaKOBaHbl B NAUKY KAPTOHHYIO.
Vnakoska  "in-bulk": Tlo 10
OJIMCTEPOR MOMEILAKT B KAPTOHHYIO
kopoOky. [Ilo 252 xapTOHHblE
KOpOo6KM MOMEILAIOT B KapTOHHBIN

_ [ kOpob.

11 Labeling / MapkupoBka According to ND / B coorBerctBun ¢ HJI

12 Storage conditions / At temperature below 25 °C. / ITpu TeMnepaType He Bhiuie 25 °C. ]

XpaHeHue
13 Shelf life / Cpok rogHoct 3 years / 3 rona -

Remarks : The Product confirms to ND/
INpumeyanue: IIpoAyKT COOTBETCTBYET TpeboBanusm HJl

Conclusion : APPROVED /
Zakmoyenue: OJOBPEHO

Printed By: Krishnamohan Gunturu
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