CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg
(Mpoaykr : ILleTpun® TabneTky, NOKPLITLIE MNEHOYHON 0607104K0#, 10 MT
Batch No / B2202611 Batch Quantity / : 687.600 KG/
Cepusi Ne B O6bem napTun 687,600 KI'
Analytical Report No / 2002FP22001709 Date of Analysis / 29-08-2022
AHaJuTH4YecKkMit oTueT Ne Jata aHanu3a i
Date of Manufacture / 08/2022 Date of Expiry / 07/2025 -
JlaTa mpon3BoACTBA I"'ogen o

Analysis performed according ND / Anaau3 nposegen mo HJI: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / usm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / usm. Ne 2 ot 07.10.2021) |

Ne

Test / IlokazaTtenn

Result / Pe3ayabTaThl

Description / Omncanme

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnele
NBOAKOBBINMYKIbIe TabIETKU, MOKPBITHIE
[UIEHOYHOM 000JI0uKkofi Oemoro uBera, C
puckodi HWa omHoit  cropone. Ha
nornepeyHoM paspese — samupo 6Gesoro
[BETA.

Specification / Hopma

[puckoit  Ha

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. /
Kpyrisle ABOSKOBBITYKIBIE TaONETKH,
MOKPEITBIE  TUIEHOYHOW  060movkoit
fenoro MAM TOYTM Oenoro 1Bera, ¢
oxHOW cropone. Ha
MOTIEpEYHOM paspese — AAPo oT 6eToro
o MoyTH 6€J10ro UBETA.

Identification by HPLC/
{[TomnmrROCTH

Complies as prescribed /
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). /

Bpemss ynepXuBaHMs OCHOBHOIO |
Ka Ha XpoMmaTorpamMmme
UCOBITYEMOr0  pacTBopa  AOJDKHO
COOTBETCTBOBATD BpeMeHH
yIePXKHBaHUS OCHOBHOTO IIHKa Ha
XpoMaTorpaMmme pacTBopa
cTanmapTHoro obpasla LeTpu3nHa |
rHOpOXJIOpUaa (paznmen
«KonuuecTBeHHOE ONpeENesieHUen).

Averag_e weight / Cpennss
Macca

Water / Boza

1893 mg / 1893 Mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 1853 mr mo
196.7 Mr)

- 3.0% wiw /3,0%

Not more than 8.0% w/w /
He 6oiee 8.0 %

Uniformity of dosage units
OnHopoaHOCTh
NO31POBaHMA

5.6/5,6

The acceptance value (AV) should be
less than or equal to 15.0 /
[MokazaTtensb npuemneMoctd (AV)
morkeH 6eITh He Ooee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: [TpoaykT cooTBETCTBYET TpeboBanusaM H]I

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg -
MpoaykTt HeTpuH® TabneTkH, MOKPLITEIC MIEHOYHOW 060104K0i, 10 M o
Batch No / B2202611 Batch Quantity / : 687.600 KG/
Cepus Ne O6bem napruu 687,600 KI'
Analytical Report No / 2002FP22001709 Date of Analysis / 29-08-2022
AnaguTHYecKuii oTueT Ne - JdaTa ananuza .
Date of Manufacture / 08/2022 Date of Expiry / 07/2025
JaTa nmpou3sBOACTBA Tomen o

Analysis performed according ND / Ananuns nposegen mo HJI: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / usm. Ne 2 ot 07.10.2021)

JY

Ne | Test/Iloxazarens
6 Dissolution / PacTBopenue

PoactBeHHbIE ITpUMeECH
LUETUPU3NHA

a) Impurity A/
[mpumecs A

b) Impurity B/
npruMecs B
c) Impurity C/
npumech C
d) Impurity D/
mpuMecs D
e) Impurity E /
npuMech E

f) Impurity F /
npumecs F

g) Any unspecified impurity

JIro0ast emMHAYHAS
HEMAECHTUPULMPOBAHH
ast IprMech

h) Total impurities / Cymma
npuMecei

7 Impurities by HPLC/

Result / Pe3ynbTaThl

Specification / Hopma

101%, 101%, 98%, 98%, 98%, 98%

Not less than 80% (Q) of the
labeled amount of
C,1H,5CIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmeHee % (Q) or
HOMWHAJILHOTO cofepyKatus
C,1HsCIN,04-2HCI (uetnpusnua
nmurunpoxsiopun) yepes 30 Mun.

80

Not detected / He o6Hapy»«eHa
0.01%/0,01%

Not detected / He o6napyxena

Less than LOQ (LOQ=0.003%)

Less than LOQ (LOQ=0.023%)

Not detected / He o6Hapy»xeHa

0.07% /0,07%

0.1% /0,1%

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

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

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

d) Not more than 0.2 % / ue 6omnee 0,2
o
0o

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

if) Not more than 0.2 % / ne 6onee 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/
IIpumeuanue: TIpoayKkT cooTBeTCTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJINU3A
[Product Cetrine film coated tablets, 10 mg ]
Mponykr : LletpnH® TabneTky, NOKPLITHIE NIEHO4HON 0601104K0#,10 M -
Batch No / B2202611 Batch Quantity / : 687.600 KG/
Cepun Ne o Of6bem maprTuu 687,600 KI"
Analytical Report No / 2002FP22001709 Date of Analysis / 29-08-2022
AHaluTHYECKHI 0TIeT Ne JaTa aHaausza B
Date of Manufacture / 08/2022 Date of Expiry / 07/2025
|JIaTa MpoN3BOACTBA Topen no
Analysis performed according ND / Anasms nposegen o H/I: T1 N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3am. Ne 1 ot 12.05.2020. amend Ne 2 from 07.10.2021 / usm. Ne 2 ot 07.10.2021) ]
' No Test / Hoka3aTenn Result / Pe3yabTaThi Specification / Hopma B -
8 Microbial limits /
Mukpobuonorndeckas
qUCTOTA |
|a) Total aerobic microbial Less than 10 CFU/g / [Not more than 1000 CFU/g /
[count / O01uee yncno Menee 10 KOE/r He 6onee 1000 KOE/r
a’pOOHBIX MUKPOOPraHW3MOB f
‘Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g/ He 6onee 100 KOE/r
mould count / O6uee yncno  [Menee 10 KOE/r
IAPOAOKEBBIX W THIECHEBBIX
rpu6oB Shall be absent in 1g / OtrcytcrBue B 1
Absent in 1g / OtcytcTByeT B 1T r
| c) E. coli -
9 Assay / KonnyecTBeHHOE 9.99 mg /9,99 mr Each film coated tablet contains not
orpeseneHyie less than 9.0 mg and not more than 11.0
mg  CyHysCIN,O3 2HCI  (cetirizine,
dihydrochloride) per tablet / Ot 9,0 mr
no 11,0 wmr C,HysCIN,O5-2HCI
(UeTUpW3MHA  OUCHOPOXJIOpHD) B
| - rabierke. -
10 Package / Ynakoska 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information leaflet in |or 3 blisters and patient information
a carton. / TTo 10 TaGneTok B leaflet in a carton. "In bulk" package:
iHBX/an}OMHHneBOM onucrepe. 1o 10 blisters in a carton. 252 cartons in
2 OGnucTepa BMECTe ¢ MHCTPYKIMETH 1o master carton.
IpUMEHEHHWIO YTIAKOBAHBI B MMAYKy ITo 10 Tabierox B
KapTOHHYIO. [IBX/anmtomuaneBom Giuctepe. 1To 2
unu 3 6nucrepa BMECTE C
WHCTPYKLMEH TI0 TPUMEHEHUIO
yTIaKOBAHBI B a4YKy KAPTOHHYO.
Vnakopka  "in-bulk": Ilo 10
ONMUCTEPOB MOMCIIAIOT B KAPTOHHYIO
kopobky. Ilo 252 kapToHHBIE
KOpPOOKH TIOMEUIAlOT B KapTOHHBIHA
L Kopob.
11 Labeling / MapkrpoBka According to ND / B cootrBercTeim ¢ HJ]
12 Storage conditions / At temperature below 25 °C. / I1pu TeMneparype He Bbiwue 25 °C.
Xpanenue
lﬁ Shelf life / Cpok rognoctu 3 years / 3 roma

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoayKT cooTBeTCcTBYET Tpebosannam HJI

Conclusion : APPROVED /
Jakawouenue: OJJOGPEHO
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