Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHDHUKAT AHATH3A

[ Product : Cetrine film-coated tablets 10 mg

TTponykr: Llerpuit. TabneTku, nokpIThie mieHouHoli obonouxoid, 10 mr

Batch No / : B2400481 Batch Quantity / ¢ 955.000 KG/

Cepus Ne O0beM cepuu 955,000 KT'

Analytical Report No / 2002FP24000410 Date of Analysis / 21-02-2024
Amnanutyueckuii otTuer Ne JlaTa aHanu3za

Date of Manufacture / 02/2024 Date of Expiry / 01/2027

JlaTa mpoU3BOJICTBA ["'onen o0

TTN013283/01 ot 13.07.2023

Analysis performed according ND / Ananuns nposeaen o HJI: TIN013283/01 dt 13.07.2023 /

Ne Test / IToka3zaTen

Result / PesynabTaThl

Specification / Hopma

1 | Description / Onucanune

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyritble JBOSIKOBBITYKJIbIE
TabJIeTKH, OKPHIThIE INIEHOYHOH
o6onoukoi 6estoro 1BeTa, ¢ pUCKOid
Ha OHO#1 cTopoHe. Ha monepeunom
paspese sapo Henoro uera.

White or off-white colored, round, biconvex
film-coated tablets with a break line on one
side. White to off-white core on cross
section. / Kpyrisle  ABOAKOBBIMYKIILIE
TabNeTKY, MOKPbIThIE TLJIEHOYHOH
obormouxoit 6emoro WM rTIouTH  Henoro
1[BETa, C PUCKOM Ha OJHOM cTopone. Ha
nonepeyHoOM paspese AApo ot Gesroro o
IouTH GENOro LBETA.

Remarks : The Product confirms to ND/

ITpumeuanne: [Ipoaykr cootsercrByer TpeboBannam HJT

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOPHUKAT AHAJTA3A

Product : Cetrine film-coated tablets 10 mg
| MpoaykT: TleTprH, TAOACTKH, NOKPLITLIC IITCHOMIIONH obonoikoii, 10 Mr

Batch No / : B2400481 Batch Quantity / 1 955.000 KG/
Ccpun Ne - O0bemM cepun 955,000 K[
Analytical Report No / : 2002FP24000410 Date of Analysis / ¢ 21-02-2024
Ananurayeckuid otyet No JlaTa aHanusza

Date ot Manufacture / 0 02/2024 Date of Expiry / : 0172027
JlaTa npon3BoACTBa I'oneH o

1T N013283/01 ot 13.07.2023

Analysis performed according ND / Ananus nposezen no HJI[: ITN013283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / [logmunocts. Hernpmzan

1. HPLC/B2XX

Complies as prescribed /
CootBeTcTBYeT TpeOOBaHUAM

The retention time of the main peak in the
chromatogram of test solution should
comply with the retention time of the main
peak in the chromatogram of Cetirizine
Hydrochloride reference standard solution
(section "Assay"). / Bpems ynepxuBaHus
OCHOBHOrO  MNMKa Ha  XpoMmarorpamme
HCIIBITYEMOTO pacTBOpa TOJDKHO
COOTBETCTBOBATH BPEMEHH  yIEeP>KUBAHHUA
OCHOBHOMO MHKa Ha  XpoMaTorpamMme
pacTBopa CTaHAAPTHOTO obpazua
UeTUpU3MHa ruapoxjuaopuaa (paznen
«KonnyecTBeHHOE ONpe/IEICHUEY ).

2. UV spectrophotometry /
Y®-cnekrpodoromerpus

Complies as prescribed /
CooTBeTcTBYET TPpeOOBAHNSIM

The UV-spectrum of the test solution and
the Cetirizine Hydrochloride reference
standard solution in the range 200 nm to 400
nm should exhibit maxima absorbance at
about the same wavelengths with an allowed
variation of +2 nm. / VY®-coekrpsl
[OMJIOIIEHUs] HCIIBITYEMOIO  pacTBopa M
pactBopa CTaHOAPTHOTO obpasua
UCTHPU3MHA THAPOXJIOpHAAa B 00JIaCTH OT
200 go 400 HM DOJDKHBI UMETh MaKCHUMYMBI
NOIJIOLIEHUs TIpYU OJHOM U TOH ke JUIHHE
BOJIHBI C JIOTyCTHMBIM OTKJIOHEHUeM + 2
HM.

Water / Boaa

3.6% wiw /3,6%

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

4 | Uniformity of dosage units /
OaxHopoaHOCTD
J03HPOBAHUSA

1.4/1,4

Acceptance value (AV) should be not more
than 15.0 / Tloxasarens HOpPHUEMIIEMOCTH
(AV) nomxen 6b1Th He Gonee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanue: [ponykr coorBercTBYeT TpebopanusiM HJL

Conclusion : APPROVED /
3axmodenue: OJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 2 of 6

Printed Date & Time (IST): 22-02-2024 18:06:18




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHDOHUKAT AHATW3A

Product : Cetrine film-coated tablets 10 mg

IMpoaysr: Lerpin, Tabneriu, NOKpLITEE NIEHOUHOIH obonoukoii, 10 Mr

Batch No / : B2400481 Batch Quantity / : 955.000 KG/

Cepuis Ne - Ob6beM cepuu 955,000 KI'

Analytical Report No / 2002FP24000410 Date of Analysis / 21-02-2024 =
Ananurryeckiid otyer Ne JlaTa aHanu3a

Date of Manufacture / 02/2024 Date of Expiry / 0172027

Jlata npon3BoACTBa Togen o

Analysis performed according ND / Ananus nposeaen no HJ[: [TN013283/01 dt 13.07.2023 /

TTNO013283/01 ot 13.07.2023

5 [ Dissolution / PacrBopenne Unit-1/ Ta6n.-1 100% | Not less than 80% (Q) of the labeled amount |
o F o of C2|H25CIN203'2HC1 (cetirizine
GREE 2,/ Ta6n. /2 98% | gihydrochloride) after 30 min. / He menee
Unit-3 / Ta6n.-3 98% 80 % (Q) OT HOMUHAILHOIO COAEPIKAHUS
Unitd / Taon-4 999 C,;H,5CIN,O5-2HCI (uetvpu3nHa
' ’ auruapoxiopun) yepes 30 MuH.
Unit-5 / Tabn.-5 98%
Unit-6 / Tabn.-6 100%
6 [Related Tmpurities by HPLC/
PoacrBenHbie MpUMecH
Impurity A / Ilpumecb A Less than LOQ (LOQ =0.019%) / Not more than 0.2 % / He 6osee 0,2 %
Impurity B / ITpumecs B ?:é;;i?:;?ﬁ;gie&?f ;1(;)())1‘0 Not more than 0.2 % / He 6onee 0,2 %
Impurity C / Ilpumecs C 0.03% / 0.03% Not more than 0.2 % / He 6osee 0,2 %
Impurity D / ITpumecs D Not detected / he O6HapyxeHa Not more than 0.2 % / He 6onee 0,2 %
Impurity E / Tlpumecs E Not detected / He oGHapyskena Not more than 0.2 % / He 6onee 0,2 %
Impurity F / [lpumecsh F 0.04% / 0.04% Not more than 0.2 % / He 6oxnee 0,2 %
Any individual unidentified | Nt detected / He oBHapysKeHa Not more than 0.2 % / He 6ouee 0,2 %
impurity / Jtobas ennHM4Has
HerJSHTHHULHAPOBAHHAS 0.08% /0,08%
pUMECh
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
CyMMa npumeceit
7 | Assay / KonnuecTBeHHoe 10.00 mg / 10,00 mr Not less than 9.0 mg and not more than 11.0

onpeesicHHe

100.0% /100,0%

mg C,H,5CIN,04-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr g0 11,0 mr
C,,H,sCIN,05-2HC1 (ueTupusnHa
aurnapoxnopua) B Tabnerke (ot 90 % mo
110 % OT HOMUHAILHOTO COIEPIKAHMUS).

Remarks : The Product confirms to ND/
IIpumeuanne: [IponyKT COOTBETCTBYET Tpebosanunsam HJ[

Conclusion : APPROVED /
3akimouenune: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 3 of 6

Printed Date & Time (IST):

22-02-2024 18:06:18



Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHATH3A

Product : Cetrine film-coated tablets 10 mg

Tposykr: Llerpui, TabICTICH, MOKPLITLIC NIEHOYHOI 060I0UKOIf, 10 mr

Batch No / : B2400481 Batch Quanlity / : 955.000 KG/

Cepus Ne Ofbem cepru 955,000 KT
—mlytical Report No / 2002FP24000410 Date of Analysis / 21-02-2024 N
AHanntudeckuit otTueT Ne Jlara ananuza

Date of Manufacture / 02/2024 Date ol Expiry / 0172027

Jara niponssojicTaa ["'onen o

Analysis performed according ND / Ananu3 nposesed no HZ[: [T N013283/01 dt 13.07.2023 /

1T N013283/01 ot 13.07.2023

8 | Subdivision of tablets /
OAHOPOAHOCTHL Macc MPH
JAeJIeHHM TabJIeTOK

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHHUAM

The tablets comply with the test, if not more
than 1 individual mass is outside the limits
of 85 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits
of 75 % to 125 % of the average mass. /

TabneTkn COOTBETCTBYIOT — TpeOOBAHWSAM,
ecnM  He Oonee 1  enuMHMuHas wmacca
oTkJoHsieTes 3a mpenensl 85 % - 115 % ot
cpenneit MAaCChI. Ta6nerkn He

COOTBETCTBYIOT TpeboBaHUAM, ecnm Oolee
yeMm 1 MHAMBUYyalbHAs Macca OTKIIOHAETCs
OT 3THX  IHpeneNioB  Miam, ecimd |
WHIAWBUAYaJIbHAast Macca OTKIIOHSETCS 3a
npeaenbl 75 % - 125 % oT cpennHel Macchl.

9 |Microbiological purity* / Mukpo6uosoruveckasi 4ucrora®

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Obuiee yncno He 6onee 1000 KOE/r
a3pOo0HBIX MUKPOOPraHHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g/
moulds count / O6mee unciio He Gonee 100 KOE/r
IPOMOKEBBIX M [UIECHEBBIX

rprboB

¢) Escherichia Coli Not Applicable Shell be absent in 1 g/

OtcyrctBue B 1 T

Remarks : The Product confirms to ND/
Ipumeuanune: [IpolyKT COOTBETCTBYET TpeboBanuam HJ|

Conclusion : APPROVED /
Zakmouenue: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):

22-02-2024 18:06:18




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHDOUKAT AHAJIH3A

"Product ; Cetrine film-coated tablets 10 mg ]
Iposysr: Tlerpuu, TabeTin, NOKpLITEe NeHouHoit o6osoukoit, 10 mr
Batch No / . B2400481 Batch Quantity / : 955.000 KG/
Cepust No O6meM cepuu 955,000 KT
Analytical Report No / 2002FP24000410 Date of Analysis / 21-02-2024 |
Ananvtuyecknii otder Ne Jlara ananusa
Date of Manufacture / 02/2024 Dale of Expiry / 01/2027
JlaTa npoussojictia l"ogen no

11 N013283/01 ot 13.07.2023

Analysis performed according ND / Ananus nposezen no HJT: TI N013283/01 dt 13.07.2023 /

10 | Packaging / YnakoBka 10 tablets in PVC/PVDC//aluminum | 10 tablets in PVC/PVDC//aluminum blister.
blister. 3 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / ITo | in a carton. / Tlo 10 Ta6bnetox B
10 TabneTok B | [IBX/TIB/IX//antomunuesoM Gnucrepe. [lo
NBX/TIBJIX//anioMunreBoM 2 nnu 3 GnMcTepa BMeCTe C MHCTPYKUMEH 110
6nuctepe. Ilo 3 Gnucrepa BMecTe C | NPUMEHEHMIO  YNAKOBaHbl B MaukKy
MHCTPYKLUMEH 10 NPUMEHEHHIO | KApTOHHYIO.
yTaKkoBaHbI B TAYKY KapTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B coorsercTeun ¢ HJ{

12 | Storage conditions / At temperature below 25 °C. / IIpu Temnepatype ne Boiue 25 °C.

XpaHeHnue
13 | Shelf life / Cpok rognoctu 3 years /3 rona

*Test is performed periodically with the interval of I from 20 batches, or at least once a year. The test can
be absent in the Certificate of Analysis / [Ipoéodumcs npouseooumenem npu 6vinycke NepUOOULecKu: 0
Kkaoicdoti 20-0ti cepuu unu ne menee 1 paza 6 200. Ioxkazamens modicem 6oumb e grmoyen ¢ Cepmudgbuxam

ananuza gupmoi.

Remarks : The Product confirms to ND/

Mpumeuanne: [TpogyKT COOTBETCTBYET TPEOOBAHHUAM HJ

Conclusion : APPROVED /
Zakmogyenue: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 5 of 6

Printed Date & Time (IST):
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Uncontrolied Copy
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