Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg o g
TMpogyktr : Uerpun® tabnetks, MOKpLITLIC MIEHOYHON 0601mo4koi, 10 Mr
Batch No / : B2203498 Batch Quantity / 687.600 KG/
Cepusg Ne O6bem nmapTuu 687,600K"
Analytical Report No / : 2002FP22002414 Date of Analysis / o 27-12-2022
Ananurudecknii order Ne Hdara ananusa
Date of Manufacture / ¢ 1172022 Date of Expiry / 10/2025 )
Jata nmpousgoacTBa 'onen no

Analysis performed according ND / Ananan3 nporeex mo HJI: IT N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

Ne | Test/Ioxasareas Result / PesyabTaTh Specification / Hopma
White coloured, round, biconvex film| White or off white coloured, round,
1 Description / Omncanme coated tablet with a breakline on one side.|biconvex film coated tablet with a

White corc on a cross scetion. / Kpyrisic
IBOSKOBBINYKIIbIE TableTKW, IOKPHITHIC
MIEHOYHOW o0b6ooukoif Oemoro 1BeTa, ¢
puckoi Ha  omHO#W  cropoHe. Ha
MornepeuHoM paspeze — sAapo Genoro
BeTA.

breakline on onc side. White to off-
white core on a cross section. /
Kpyrnele NBOSKOBBITYKITBIE TabIETKH,
[OKPEITBIE  TUIEHOTHOMH  060J109KOTH
6enoro niau nouty Genmoro 1Bera, ¢
puckoit Ha oOmHOW cropoHe. Ha
[MOIIEPEYHOM paspese — AApo oT Genoro
0o moyty 6enoro Lipera.

8%

Identification by HPLC/ Complies as prescribed /
[TonnuAaHOCTH COOTBETCTBYET

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). /

Bpemst YIOCpKHBaHUSI OCHOBHOIO

Ka Ha XpoMaTtorpamme
MCMBITYEMOr0  pacTBopa  JOIKHO
COOTBETCTBOBATh BpEMeHH
yIepKMBaHWST OCHOBHOT'O THKa Ha
XpoMarorpamMmme pacTBopa
cTaHgapTHOro obpasia LIeTHPHU3MHA
FHApOXJIOpUIA (pazgen

«KonnyecTBeHHOE Ol'lpCIleJ'ICHI/IC»).

3 Average weight / Cpennsist 1920 mg / 192,0 mr
Macca

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 / ﬁoﬁa_ - 3.2% wiw /3,2%

Not more than 8.0% w/w /
He 6onee 8,0 %

5 Uniformity of dogagealits | 6.6/6,6
/ OIHOPOIHOCTE

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

103UPOBAHUS
TorkeH ORITE He Oomee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanune: ITpooykT cooTBeTcTBYET TpeboBanuam HJI 3axarwuenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJU3A
Product : Cetrine film coated tablets, 10 mg - 1
Mpoaykt : LleTpuH® TabneTkyH, MOKPBLITHIE TNIEHOYHON 060109K0H,10 Mr - |
Batch No/ : B2203498 Batch Quantity / 687.600 KG /
Cepust Ne - O6bem napruu 687,600KI"
Analytical Report No / : 2002FP22002414 Date of Analysis / ¢ 27-12-2022 |
AnauTnyeckuii oTaer Ne Jdara anajaunza N
Date of Manufacture / : 1172022 Date of Expiry / 10/2025
Jara uponsBocTEA Tonen o

Analysis performed according ND / Anasus nponeaen mo HJI: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

Ne Test / IokazaTenn

6 Dissolution / Pacteoperne | 99%, 100%, 102%, 99%, 99%, 99%

7 Impurities by HPLC/
PopncreeHHbIe MpUMeCH
LETHPU3NHA

a) Impurity A / Less than LOQ (LOQ= 0.019%)
npuMech A

b) Impurity B /
nprumMech B

c) Impurity C/ Not detected / He o6HapyxkeHa
mpuMmech C

Not detected / He o6Hapy>xena

d) Impurity D / _ .
npumecs D Less than LOQ (LOQ=0.003%)

o) Impurity E/ Less than LOQ (LOQ=0.023%)

npuMecs E

f) Impurity F / Not detected / He o6Hapy)xeHa
npuMech F

g) Any unspecified impurity 0.06% / 0,06%

JIrobas equHuyHast

:Regult/Pezy.m,TaTu Specification / Hopma
Not less than 80% (_Q) of the
labeled amount of
C,11,5CIN,O5 2IICI (cetirizine

dihydrochloride) is dissolved in 30
minutes /

He wMenee 80 % (Q) or
HOMWHAJILHOTO coIepxaHus
C,y1H,sCIN,O5-2HCI (nerupusnna
nuruapoxyiopun) yepes 30 MuH.

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

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

c) Not more than 0.2 % / me 6omee 0,2
%

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

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

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

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

HENJIeHTHULUPOBAHH h) Not more than 2.0% /
A TIPUMECh He 6omnee 2,0%
h) Total impurities / Cymma  (0-1%/0,1%
npuMmeceit
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumedanne: [Ipoaykt cooTBeTCcTBYET TpeboBaunaM HJI 3akaouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Product : Cetrine film coated tablets, 10 mg i
Mpoaykr : lleTpun® TabneTku, NOKPBITEIE NIIEHOYHOI 0601109KOM, 10 Mr
Batch No / B2203498 Batch Quantity / 687.600 KG/
| Cepus Ne B Ob6bem napTun 687,600 KI"
Analytical Report No / 2002FP22002414 Date of Analysis / : 27-12-2022
| AHaanTH4ecKnii oTyeT Ne Jdara anaausa
Date of Manufacture / 11/2022 Date of Expiry / 10/2025
Jara nponssojcrea I"osten 1o
Analysis performed according ND / Anaans nposegen no H/: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / maM. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 or 07.10.2021)
E_r Test / IlokazaTesn Result / Pe3yabTaThl Specification / Hopma :
8 Microbial limits /
Mukpobronoruieckast
qUCTOTa
a) Total aerobic microbial Less than 10 CFU/g/ INot more than 1000 CFU/g /
count / O61uee qucio Menee 10 KOE/r He 6onee 1000 KOE/r
ADpOOTILIX MHKPOOPTAITU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6omnee 100 KOE/r
mould count / O6mee uncno  [Menee 10 KOE/r
IPOXCKEBBIX M TNIECHEBBIX
rpu6oB Shall be absent in 1g / OtcyrcTBue B 1
Absent in 1g / OTcyrerByer B 1T r
c} E. coli
9 Assay / KonuuecTBeHHOE 9.81 mg/ 9,81 mMr Each film coated tablet contains not
oIpeneeHue less than 9.0 mg and not more than 11.0
mg C,HysCINyO4-2HCI  (cetirizine
dihydrochloride) per tablet / Or 9,0 Mri
o 11,0 wmr  CyHysCIN;O52HC]
(ueTupu3¥HA ~ AUrMAPOXJIOPHUA) B
_ [rabnetke. |
10 Package / Ynakopka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet |or 3 blisters and patient information
in a carton. / Tlo 10 TabneTok B leaflet in a carton. "In bulk" package:
[1BX/amomMunneBoM Gnuctepe. [To 10 blisters in a carton. 252 cartons in
3 6nuctepa BMeCTe ¢ MHCTPYKIHEH 1o master carton.
MPUMEHEHNIO YIAKOBAHBI B ITAYKY / T1o 10 TabneTok B
KapTOHHYIO. [MBX/amoMunneBoM Gnuctepe. [To 2
unu 3 6mucTepa BMECTE C©
HHCTPYKIIHEH 110 TPUMCHCHHIO
YITAKOBaHB! B 11a4Ky KapTOHHYIO.
Vnakoeka  "in-bulk": ITo 10
OMUCTEPOB MOMEMIAIOT B KAPTOHHYIO
kopoOky. Ilo 252  xaproHHble
KOpPOOKH TIOMENIAOT B KapTOHHBIH
| I _|kopos.
11 Labeling / MapkupoBka According to ND / B cootBeTcTBUH ¢ HJI
12 Storage conditions / At temperature below 25 °C. / Tlpu TeMneparype He Bbiie 25 °C.
XpaneHue
13 |Shelflife / Cpox roxHoctd 3 years/ 3 rona
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: IIponykT cooTBeTcTBYET TpebopanusM HJI 3axatouenue: OJJOBPEHO
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