Uncontrolled Copy

LERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTN3A
Product : Cetrine film coated tablets, 10 mg
Mponykt : Lletpru® tabneTku, MOXphITIE MIeHOYHOM o6onoukoit, 10 Mr
Batch No/ : B2104442 Batch Quantity / 666.920 KG/
Cepug Ne O6nbeM napTiu 666,920 KI'
Analytical Report No/ : 2002FP21002589 Date of Analysis / : 27-12-2021
AHannTHYeCKHil oTyer Ne JlaTa anaau3a
Date of Manufacture / + 1272021 Date of Expiry / s 11/2024
JlaTa NpoOH3BOACTBA Toaen no

Analysis performed according ND / Ananu3 nposeaex o HJ: ITN013283/01 160919 (amend Ne 1 from
12.05.2020 / wam. Ne | ot 12.05.2020

Ne Test / lloxa3zarenn

Result / Pesynbrathbl Specification / Hopma

1 Description / Onuncauue

White coloured, round, biconvex film| White or off white coloured, round,
coated tablet with a breakline on one side.|biconvex film coated tablet with a
White core on a cross section. / Kpyrnsie|breakline on one side. White to off-
IBOSKOBBITYK/IbIC TableTKH, TOKpbITHIC|White core on a Cross section. /
enouroO} oGomouKol Gemoro usera, c[Kpyrnible ABOSKOBHINYKIbIe TabneTky,
puckol ua  oniuol  cropone.  HafokpsiThie nneHoyHoli  06GonouKoH
monepeunoM paspese — Anpo Gesorobenoro HiH IOYTH Genoro 1uBeTa, C
LBETA. puckod Ha omHOW cropore. Ha
nonepeunom paspese — AApo or Gesoro
0 T1o4TH Gesoro useTa.

2 Identification by HPLC/
[ToTHHHOCTH

Complies as prescribed /
CooTBeTcTBYET

The retention time of the main peak
in the chromatogram of test solution
hould correspond to the retention
ime of the main peak in the
hromatogram of cetirizine
ihydrochloride reference standard
olution (section Assay). /

Bpemsa yHepKHBaHWA OCHOBHOTO
TIKa Ha XpomarorpaMme
CTILITYEMOrO  pacTBopa JIOTKHO
COOTBETCTBOBATh BpEMEHH
yAep)KUBaHUA OCHOBHOTO TIHKA Ha
XpoMaTorpaMMe pacTBopa
cTaHfapTHOro obpasia LETHPU3IWHA
rUApOXJIOpUaa (paznen
«KoNMYeCcTBEHHOE OTIpE/ICTICHHEN ).

3 Average weight / Cpensss
macca

189.6 mg /189,6 Mr 1191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mMr £ 3,0% (ot 1853 m™r ng

196,7 mr)

4 Water / Bona

3.0% w/w / 3,0% Not more than 8.0% w/w /

He 6onee 8,0 %

5 Uniformity of dosage units
OnHOpPORHOCTD
T03WPOBaHHA

2.5/2,5 The acceptance value (AV) should be
less than or equal to 15.0 /
[Toxasaress npueMnemMocty (AV)

OIKEH 6urre He Gonee 15,0.

Remarks : The Product confirms to ND/
TIpumeuanne: IponykT coorseTcTByeT TpeGoBanuaM HII

Conclusion : APPROVED /
Sakmouenne: ONOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Product

+ Cetrine film coated tablets, 10 mg

Tpoaykr : Llerpuu® TabneTku, NOXPEITHIE TUIEHOYHOV 060s109K0M,10 MI
\Batch No/ 1 B2104442 Batch Quantity / ¢ 666.920KG/
Cepus Ne O6bem napTi 666,920 KT
\Analytical Report No / 2002FP21002589 Date of Analysis / ¢ 27-12-2021
AHaJIuTHYeCKRH oTyeT Ne JlaTa anajin3a
Date of Manufacture / + 1272021 Date of Expiry / ¢ 11/2024
JlaTa NpoOH3IBOACTBA Topeu 10

12.05.2020 / u3M. Ne 1 ot 12.05.2020

Analysis performed according ND / Anasau3 npoBeaen no HJI: TTN013283/01-160919 (amend Ne 1 from

Ne | Test/Ilokasaresb Result / PesyabTaThi Specification / Hopma

6 Dissolution / PacTsopeline 99%, 98%, 97%, 101%, 100%, 98% Not less than 80% (Q) of the
labeled amount of
C,;H,sCIN,O5-2HCI (cetirizine

dihydrochloride) is dissolved in 30
minutes /

He Menee % (Q) or
HOMMHAaJILHOT'O cOMepXXaHNA
C1H,5sCIN,O;:2HCI (uetnpusnna
nuragpoxsopun) uepes 30 MUH.

80

7 Impurities by HPLC/
PoncreeHHbIe TPHMECH
LETHPHU3UHA

Ja) Impurity A /
npuMech A

b) Impurity B/

Not detected / He o6HapyseHa

Not detected / He o6rapyxena

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

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

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

npuMecs B %
c) Impurity C/ Not detected / He obHapyxena
npumeck C d) Not more than 0.2 % / ne 6onee 0,2
%
d) Impurity D/ Less than LOQ (LOQ=0.003%) |
npumeck D ) Not more than 0.2 % / ne Gonee 0,2
@) Impurity E/ 0.05% / 0,05% I
npumecs E RHRIRR f) Not more than 0.2 % / e Gonee 0,2
f) Impurity F / Not detected / He o6HapyxeHna %
npumeck F
i9) Not more than 0.2% /
_lg) Any unspecified impurity He Gonee 0,2%
JIro6as exuABYHANA 0.11%/0,11%
HenneHTHGHUNPOBAHH h) Not more than 2.0% /
L“ npuMech He Gonee 2,0%
h) Total impurities / Cymma | 0-2% 10,2%
npumecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: TTponykt cootBeTcTBYET TpeboBanusM HIT 3akmouenne: OIOBPEHO

WI-GLOB-QA-0669-1.0

Page
Printed By: K Narayana Swamy

2 of 4

Printed Date & Time (IST):  27-12-2021 17:14:01




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIH3A

\Product ¢ Cetrine film coated tablets, 10 mg
Tlpogyxkr  : Uetpun® TabneTku, MOKpLITHIC IEHOYHON 06070uK0i, 10 MT
Batch No/ + B2104442 Batch Quantity / ! 666.920 KG/
Cepust Ne O0BeM mapTirK 666,920 KI'
Analytical Report No / ¢ 2002FP21002589 Date of Analysis / : 27-12-2021
AHaauTHYecKHit oTyer Ne JlaTa ananu3a
Date of Manufacture / t 1222021 Date of Expiry / 11/2024
JIaTa MpOM3BOACTBA Topen no , )
Analysis performed according ND / Anaxu3s nposeaen no HJI[: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / n3m. Ne | ot 12.05.2020
[Ne  [Test/Tokasarens Result / PesynsTaTnl Specification / Hopwma
8 Microbial limits /
ukpobuonornyeckas
WcToTa
) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6uiee uncno Menee 10 KOE/r He Gonee 1000 KOE/r
a3p0o6GHRIX MUKPOOPTAHU3IMOB ;
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g / He Gonee 100 KOE/r
mould count / O6mee uncno  Menee 10 KOE/r
IPOXOKEBBIX W TUIECHEBBIX
rpuGos Shall be absent in 1g / OrcyrcrBue B 1
Absent in 1g / OrcytcTByer B IT r
c) E. coli
9 Assay / KonuuectsenHoe 9.95mg /9,95 mr Each film coated tablet contains no
OITpefeNeHHe less than 9.0 mg and not more than 11.0
mg C2|H25C1N203'2HC1 (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
no 11,0 wmr CyHysCIN,O4-2HCI
(neTHpH3MHE  OHUTHAPOXJIOPHA) %
rabnerke.
10 Package / Ynakoska 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
carton. / ITo 10 Tabnerok B leaflet in a carton. "In bulk" package:
X/amomunnesom 6nucrepe. o 10 blisters in a carton. 252 cartons in
2 GnucTepa BMecTe C MHCTpYKUMel o |master carton.,
MPUMCHEHHUIO YNIaKOBAHBI B MTaYKy / ITo 10 Ta6nerok B
KapTOHHYIO. TIBX/anmomuunesom 6mucrepe. IMo 2
unn 3 6nnuctepa BMecTe ©
HCTpYKLMeH 110 TIPUMEHEHHIO
TIAKOBAHEI B TAYKy KapTOHHYIO.
makoBka  “in-bulk": Tlo 10
JUCTEPOB [OMEMIAIOT B KAPTORHYIO
opobky. Ilo .252 KaproHHBIE
OpoOKH MOMEUIAIOT B KapTOHHEIN
. opob.
11 Labeling / Mapkuposka According to ND / B cooTsercTenu ¢ HJI
12 Storage conditions / At temperature below 25 °C. / IIpu Temneparype He Bhiwe 25 °C.
| X panenwe
13 |Shelflife / Cpox ronHoctd B3 years /3 ropa
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpnmeuanue: [poaykT cootercTByer TpeboBanmam HI 3axniouenne: ONOSPEHO
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