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CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

Product : Allerway film-coated tablet

s5mg

[TponyxT: Annepsaii TabaeTkn, NOKPbITbIC MIICHOUHOH 000JI0UKOH, 5 M

Batch No / : C2305258 Batch Quantity / 1040300 tab /
Cepust No O0beM cepni 1040300 Tab
Analytical Report No / : 890001664842 Date of Analysis / : 27/05/2023
Ananutnyeckuii otuet No Jlara ananuza

Date of Manufacture / : 04/2023 Date of Expiry / 0372026
[ara npoussoscrsa TI"onen no

Analysis performed according ND: / Ananus nposenen no HJL: JITT-No(001333)-(PI™-RU)-251022

Page 1 0of 4/ Crp. 1 13 4

No Test / IToxaszareinb

Result / Pe3yabTaThl

Specification / Hopma

1 | Description / Onucanne

Oval, biconvex, white film-coated
tablets, plain on one side and with "R
5" debossed on the other side. White
core on a cross section. / OpanbHble

JIBOSIKOBBITTYKJIbIE TabNeTKH,
MOKPBITbIE  TUIEHOYHOH  000J104KOI
Oesloro 1BeTa, € OJHOW CTOPOHBI
rnajkue, Ha  Apyrod  cropone

rpasuposka «R 5». Ha nonepeunom
paspese sApo 0esIoro 1BeTa.

Oval, biconvex, white to off-white, film-
coated tablets plain on one side and engraved
with “R 5” on the other side. White to off-
white core on a cross-section. / OBajbHble
JIBOSIKOBBITIYKJIbIE  TaOJETKH,  MOKPbITblE
MJeHOYHOI 000JI0UKOH 0OEIOro MM MOYTH
0eNoro 1BETAa, C OAHON CTOPOHBI IJ1ajIkKe, Ha
Apyro# cropoHe rpasuposka «R 5». Ha
MoNepevuHoM paspese siApo OT 6enoro Jio
NoyTH OEJI0ro LBETA.

Identification
Levocetirizine/
Hpentudpnkanus

JleBonern PH3HH

Complies as prescribed /
CoOoTBETCTBYET TpeOOBaHHUSIM

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 levocetirizine
dihydrochloride reference standard solution
(section “Assay™). / Bpewms ynepxuBanus
OCHOBHOTO  MWKa Ha  XpoMaTorpamme
HCMBLITYEMOro pacTBopa JIOJIKHO
COOTBETCTBOBATL BPEMEHH  YAEPXKUBaHHsI
OCHOBHOTO ~ MHKa  Ha  XpoMaTorpamme
pacTBopa CTaHAAPTHOIO oOpasua
JEBOLIETHPHU3MHA JIMTHpOXJopHia (pasaed
«KosnuecTBEHHOE OTpejiesieHHE).

Average weight /
Cpeansist macea

132.42 mg /132,42 mr

133.25 mg + 4% (between 127.92 and
138.58 mg)/

133,25 mr+4 % (o1 127,92 no 138,58 mr)

Disintegration /
Pacnagaemocthb

03 min /03 mun

Not more than 15 min /
He GoJiee 15 mun

Remarks : The Product contirms to

IMpumeuanue: [1poaykT coorBercTByYeT TpedoBaHusm HJJ

‘ Vion”

ND/

Conclusion : APPROVED /
3axkmouenune: OJJOBPEHO

Prepared by /

, &
l [O,CU‘OTOBJICHOZW

Checked by /
[posepetio:

A

pproved by: Manager/Executive /
Onobpeno: Menekep / Pykosoaunress

—_—

Date /

19-06-20 2,
Jlara:

Date /
Jlara:

\O\ -0 e 20D

Date /
Jlara:

\Q 06 oD
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[TpoaykTt: AsiepBaid TaONETKH, MOKPLIThIC TICHOUYHOMH 000/10UKO, 5 M

Batch No / : C2305258 Batch Quantity / : 1040300 tab /
Cepus No O06beM cepun 1040300 Tad
Analytical Report No / : 890001664842 Date of Analysis / : 27/05/2023
AHanuThuyeckni otuet Neo JlaTta ananuza

Date of Manufacture / : 04/2023 Date of Expiry / : 03/2026
JlaTta npousBojicTBa ["'onen no

Analysis performed according ND: / Anaaus nposeaen no HJI: JITT-No(001333)-(PI'-RU)-251022

Page2 of 4/ Crp. 2 u3 4

5 | Dissolution / PacTBopenune

JEBOLETHPU3HHA  AUTUAPOXJIOpUIA
20 MHH.

Unit-1/Tab6.-1 102 %
Unit-2 / Tabn.-2 102 %
Unit-3 / Ta6n.-3 102 %
Unit-4 / Ta6un.-4 100 %
Unit-5/ Ta6n.-5 102 %
Unit-6 / Ta6un.-6 101 %

NLT 80% (Q) of label claim oflevocetirizine'
dihydrochloride after 20 min.. / He menee
80 % (Q) OoT HOMHHAJILHOTO COJCPIKAHHSI

uepes

6 | Related Substances / PoacrBennbie npumecn

Impurity A / Tlpumecs A

Impurity B / [1pumecs B

Impurity C / [1pumecs C

Impurity D/ [lpumecs D

Impurity E / Tlpumecs E

Impurity F/ Tlpumecs F

Impurity RCT-3 / Tlpumecs
RCT-3

Not detected / He obHapyxeHa

0.02%/ 0,02%

Not detected / He obHapyxena

Not detected / He oGHapy»xkeHa

0.04%/0,04%

Below LOD (LOD = 0.014 %) / Huxe
npeaena oonapyxenus (110 =
0,014%)

0.07%/0,07%

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.30 % / He 6onee 0,30 %

Remarks : The Product confirms to ND/
Mpumeuanne: [poaykr coorBercTByeT TpeOOBaHusm HJ

LI

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO

Prepared by /
[Toarorosieno:

S

Checked by / .
[Tposepeno: &ﬂ)

Approved by: Manager/Executive /
Onobdpeno: Menekep / Pykosoaurels

Date /
Jlara:
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Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

[TponykT: Annepsaii TabiieTKH, NOKPBITHIE MICHOUHOH 06010UKOM, 5 MT

Batch No / : C2305258 Batch Quantity / : 1040300 tab /
Cepust Ne O06bem cepun 1040300 Tad
Analytical Report No / : 890001664842 Date of Analysis / : 27/05/2023
AHanuTuuecknit otuer Ne Jlara ananusa

Date of Manufacture / : 04/2023 Date of Expiry / 0 03/2026
Jlata npousBojicTBa ["onen o

Analysis performed according ND: / Ananus nposenen no HJI: JITT-No(001333)-(PI'-RU)-251022

Page 3 of 4 / CTp. 3 u3 4

Any individual unidentified Not more than 0.2 % / He 6onee 0,2 %
impurity / Jliobas enuHnunas BDL / permcrpaimy
HEeWJEHTHULIMPOBAHHASI
npumech
Total impurities / 0.1%/0,1% Not more than 1.5 % / He 6onee 1,5 %
CymMa npumeceti
7 | Chiral purity / Xupansunas  |Less than LOQ (LOQ: 0.0425%) S-isomer - not more than 1.5 %
YHCTOTA Huoxe npejena konuuecTBEHHOrO S-nzomep - He bosiee 1,5 %
onpejenenuns (KO : 0,0425%)
8 | Loss on drying / IloTeps B 1.6 % 1,6% Not more than 6.0 % / He 6onee 6,0 %
mMacce NpH BLICYIINBAHHN
9 | Microbial enumeration tests* / Muxpo0uoJorunueckasi YHeToTa*
a) Total Aerobic Microbial Less than 10 CFU per 1 g Not more than 10° CFU per 1 g/
Count / O61iee umciio Menee I0KOE B 1 T He 6onee 10° KOE B 1 1
A3POOHBIX MUKPOOPraHU3MOB
b) Total Combined Yeast and Less than 10 CFU per 1 g/ Not more than 10> CFU per | g/
moulds count / Obuiee unciio Menee 10 KOE B 1 1 He Gonee 10> KOE B 1 1
JIPOYNOKEBBIX M MJIECHEBbIX
rpuooB
) Escherichia Coli Absentin | gram/ Shell be absent in 1 gram /
Orcyrcryer B 1 1 OrcyrcrBue B 1 1
10 | Uniformity. of dosage units / 1.8/1,8 Acceptance value (AV) should not be more
OaHOpOAHOCTDL 1031 POBAH S than 15.0. / Iloxazaresnb npuemiieMocTH
(AV) nospken 6biTh He Gogiee 15,0.
11 | Assay / KonnuecrBennoe 501 mg/5.01 mr Between 4.75 mg and 525 mg of
onpejeienue levocetirizine dihydrochloride per tablet. /
Ot 4.75mr po 5,25 Mr JieBoUeTHpH3HHA
JITMJIpOXJIopria B TablieTke.

Remarks : The Product confirms to ND/

Mpnmeuanue: [poaykr coorBercrayer TpeboBatimsm HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / CJ/D
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[poaykT: Anneppoaii TabiieTKH, NOKPBITHIC TJIEHOUHOH 000104KOH, 5 MT

Batch No / : C2305258 Batch Quantity / : 1040300 tab /
Cepust No O6bem cepuu 1040300 Tab
Analytical Report No / : 890001664842 Date of Analysis / . 27/05/2023
AHanuTnyeckuit otuet No Jlata ananuza

Date of Manufacture / : 04/2023 Date of Expiry / 0 03/2026
[ata npouszBojictsa ['oneH 1o

Analysis performed according ND: / Ananu3s nposenen o H: JITT-Ne(001333)-(PI'-RU)-251022

Paged4of4/Crp.4u3 4

12 | Packaging / ¥YnakoBka 10 tablets in (PA/AI/PVC) foil/aluminum foil blister. 1 blister and a patient
information leaflet in a carton pack. / Ilo 10 Tabnerox B 6aucrep u3z (IA/AJI/TIBX)
(onbru / amomunuesoii Gonbru. Ilo 1 6ancTepy BMecTe ¢ JIMCTKOM-BKJIAAbILIEM B
Mnavky KapToHHYIO.

* Itis carried out by the manufacturer at release periodically (with an interval of one test for 10 series or at least
1 time per year). The indicator may not be included in the firm's certificate of analysis. /

* TIpoBOAMTCSI NPOM3BOAMTENEM TIPH BBINYCKE NEPHOAMUECKH (C MHTEPBAIOM OJIHO MCTbITalue Ha 10 cepuil unu He
menee | pasa B ron). Ilokasarens Mosket ObITh He BKJIIOUCH B cepTH(UKAT aHainza (pUpMbl.

API name / HaumenoBanue ADC: Levocetirizine dihydrochloride / JleBouetnpusnna auruapoxiopmi
INN / MHH: Levocetirizine / JleBouerupusun

API manufacturer batch number / ACQHO000385

Homep cepun npounspoaurenss APC:

FP Manufacturer API Batch number / FCQAO00414

Homep cepuu cy6eranumm
npoussoanteds I'JIM:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponssoaurens ADC, cTpana: J-p Penan’c Jlabopartopuc Jlita., Muaus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [ponyxr coorBercrByet TpeGoBanusm HJJ 3akmouenne: OJJOBPEHO
Prepared by / /0?/09 Checl\'ed by / | Approved by: Manager/Lxecutive /
[Toarorosaexo: [Tposepeno: (’(@Q Onobdpeno: Menekep / PykoBojnres
— ‘S;/V_/

Date / G-207) Date / . N A Date / o
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