Qe
Dr.Reddy’s ‘_.o.

CERTIFICATE OF ANALYSIS

CEPTHUOHUKAT AHAJIM3A

“Product : Allerway film-coated tablets 5 mg
[HpoayKkT: Annepsaii TaDJETKH, NOKPBITHIE NIEHOUYHOH 000JIOUKON, 5 MT

Batch No / : C2300276 Batch Quantity / 1040300 tab /
Cepns Ne O06bem cepun 1040300 Tad
Analytical Report No / : 890001640100 Date of Analysis / 19/01/2023
AHanuTHyeckuii otyeT Ne Jlata anannza

Date of Manufacture / : 12/2022 Date of Expiry / 11/2025
Jlata npon3BoAcTBa ["oacH po

n3m. Ne 1 o7 20.01.2022

Analysis performed according ND: / Anaans nposeaen no HJ/L: JITT-004008-200820 (amend Ne 1 from 20.01.2022 / -

Page 1 of 4/ Crp: 1 13 4

No Test / TokazaTenn Result / PesynbTaThl Specification / Hopma

1 | Description / Onucaune Oval, biconvex, white film-coated Oval, biconvex, white to off-white film-
tablets, plain on one side and with "R | coated tablets, plain on one side and with "R
5" debossed on the other side. White | 5" debossed on the other side. White to off-
core on a cross section. / OBanbHble white core on a cross section. / OBanbHble
J\BOSIKOBbINYKJblE TabNETKH, NBOSIKOBbINYKIIbIE  TaDNETKW,  NOKPbITbIC
MIOKPbITbIE MNACHOYHON 00010UKOI nneroutoi odonoukoli 6enoro WM NnoyTH
6enoro LBeTa, C 0JIHOH CTOPOHb! Oenoro 1BeTa. C OAHOM CTOPOHBI MNaakHe, Ha
rnajakue, Ha Apyro cTopoHe apyroi cropone rpasupoBka «R 5». Ha
rpaBupoBka «R 5». Ha nonepeunom | nonepeyHom paspe3e gapo oT 0Oenoro 1o
pazpese sapo Genoro ugera. noutH 6enoro uBeTa.

2 | Identification. Complies as prescribed / The retention time of the main peak in the
Levocetirizine/ CooTtBeTcTBYyeT TpebOBaHMsAM chromatogram of test solution should comply
HoaminnocTs. with the retention time of the main peak in the
JleBoueTnpnsuu chromatogram of levocetirizine

dihydrochloride reference standard solution
(section "Assay"). / Bpems yaepknpanus
OCHOBHOIMO ~ MHKA  HQ  XpOMaTorpamme
HCMBITYEMOrO pacTsopa A0J/KHO
COOTBETCTBOBATL  BPCMEHH  YACPKHBAHUS
OCHOBHOrO  NUKAa  HAQ  XpoMaTorpamme
pacTBoOpa CTAILIAPTHOrO obpazua
JEBONTHPI3NNA Alripoxaopuaa (pasaed
| «Konnuectsennoe onpeaeneHuey).

3 | Average weight/ 133.52 mg / 133.52 mr 133.25mg+4 % (127.9210 138.58 mg) /

Cpeansist macea 13325 mr £ 4 % (o1 127.92 no 138.58 mr)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpuseuanne: llponykr coorsercTyeT Tpedopanusam )] Zaxinouenne: OJJOBPEHO
) _ _

Prepared by / [}zptgf-’f:r/ Checked by / = ) /\ppr_ovcd byv: Manager/lixecutive /
llo,ill‘()'rmz:lu|0'.(’___’;_i__i,,--’ [posepeno: O~ f Ozgapeno: Mege ggep / Dy kososnress

= | L e KoL (lecel
Date / Date / Date / ( l 2
Jla IL‘JZ ! 4702'/ﬂ2\3 Jara: - 022025 )leLa: l 02— 1‘3




Qe
Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[TponyxT: AsnnepBoil TabAeTKH, MOKPLITHIC 1]

eHouHOMH obonoukoii, 5 Mr

Batch No / - C2300276 Batch Quantity / 1040300 tab /
Cepnsa Ne O0bem cepun 1040300 Tab
Analytical Report No / - 890001640100 I Date of Analysis / 19/01/2023
AnanurHueckii otuet Ne JlaTta ananuaa

Date of Manufacture / 0 12/2022 Date of Expiry / 1172025

Harta npousBoacTsa

[onen no

Analysis performed according ND: / Anajus nposeaen no HJL: JIT-004008-200820 (amend Ne 1 from 20.01.2022

u3m. Ne 1 ot 20.01.2022)

/

Page 2 of 4/ C1p. 2 u3 4

4 Disi_ntegration / 06 min /06 muu Not more than 15 min /
Pacnapaemocth He Gonee 15 mun
5 | Dissolution / PacTBopenne Unit-1/ Tadn.-1 98% | Not less than 80 % (Q) of label claim of
—— < C21H25CIN,O3-2HCI (levocetirizine
i) ) 969
W2l o oAt dihydrochloride) in 20 min. / He menee 80 %
Unit-3 / Tadn.-3 97% {Q) oTr  HOMHHANLHOrO  COAepPIKAMMSI
Unitd / Ta6n.-4 08% C»1Ha25CIN,O3- 2HCI (nepoueTupH3nHa
| anruppoxnopnn) uepes 20 MuH.

Unit-5/ Tabn.-5 99%
Unit-6 / Tabn.-6 99%

6 | Related Substances / IToctoponnne npusecn

Impurity A / Tlpumecs A

Impurity B/ Tpumecs B

Impurity C / [Tpumecs C

Impurity D/ [lpnmecs, D

I ity E/T1 E
mpurity pumech s il

npe:aea
onpe,iel

Impurity F / IMpumecs F

Not dete

Not detected / He oOHapykeHa

0.02% /0.02%

Not detected / ne obHapykena

cted / ne odHapyKena

n LOQ (1.OQ: 0.023%)Huxe
KOMHUCCTBCIIONO
enns (INKO @ 0.023%)

Not detected / ne odnapyikena

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

Not more than 0.4 % / He 6oace 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 %

_Remarks : The Product conlirms to ND/

72

N pnmeuanue: MpoaykT coorsercrayeT 1pedosanisam HJl

Conclusion : APPROVED /
Zarmouenne: OQJOBPEHO

/a—ﬁ‘(

Plcpdlt_d b\ / ;q’{‘/(,/

Checked by / i
IIponcpcuo:(‘

S~
i

Approved by: Manager/Executive /
O10openo: Mene tkep / Py kogomirrens

enold) Roni lesurtd

Date /
Jlara:

Date

IToarorosnelio; {7&
1402 -2023

Jlara:

/

LY~-69-2023

Date / 2.0
Jlara: ‘ LH 02— 21%
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Dr.Reddy’s ‘,'o.

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[MponykT: Annepsaii TabneTkH, NOKPLITLIE NI

eHoMoH 00070UKONR, 5 MI

Batch No / - C2300276 Batch Quantity / 1040300 tab /
Cepus Ne O6bem cepuu 1040300 Tad
Analytical Report No / - 890001640100 Date of Analysis / 19/01/2023
AHanutrueckuit otyeT Ne JlaTa aHanuza
“Date of Manufacture / - 122022 Date of Expiry / 11/2025 N

ﬂaTa npoH3BOACTBA

["ogeH no

“Analysis performed according ND: / Ananns nposegen no HJI: JITT-004008-200820 (amend Ne | from 20.01.2022 /

u3M. Ne | ot 20.01.2022)

Impurity RCT-3 / Tlpnumecs
RCT-3
Any individual unidentitied

impurity / Jliobas eannununas
HEUACHTH(PULHPOBaHHAs
npumech

Page30f4/Crp.3n3 4

0.07% /0,07%

BDL / perucrpauuu

Not more than 0.30 % / He 6onee 0.30 %

Not more than 0.2 % / He 6onee 0.2 %

Total impurities / 0.1% /(

Cymma npumeceit

).1%

Not more than 1.5 % / He 6onee 1.5 %

Not more than 6.0 % / He donee 6.0 %

7 | Chiral purity / Xupanbnasi Less than LOQ (LOQ: 0.0425%) S-isomer - not more than 1.5 %
q1eTOTA Huke npeaena KONMUECTBEHHOTO S-nzomep - ve Honee 1,5 %
onpeaenenns (TIKO : 0,0425%)
8 | Loss on drying / Iloreps B 2.2%/2.2%
mMacce NpH BbICywnBannu
9 | Microbial enumeration tests* / MukpoGuosornueckast 4ncTora*

' a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
Count / O0uuee uncno Menee 10KOE/r He 6onee 1000 KOLE/r
a’pOOHbBIX MHKPOOPraHu3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 100 CFU/g /
moulds count / Oduec unecho Menee 10 KOE/r He 6onee 100 KOE/r
JIPOAGKEBBIX W MNCCHEBBIN
rpnooB
¢) Escherichia Coli Absent in | gram/ Shall be absent in | gram /

OtcyrctBYETB I T OtcyrcTBre 8 | 1
10 | Uniformity of dosage units / 2.4/2.4

O[l"OpOHllOC'l'b Ao3nponBatiis

| The acceptance value (AV) should be less
than or equal to 15.0/ [1pnemoutrioe snavenne
(AV) nomxno ObIThL He donee 15.0.

Remarks : The Product conlirms to ND/

\ND

[Mpumeuanne: Tpo1y k1 coorserciayer rpedosatnsm HJ

Conclusion : APPROVED/
Jaunouenue: OJOBPEHO

Prepared by /

' ,ﬁ? /
Ioarorosacno LJQ/Q

o 2T Checked by /

Approved by: Manager/Executive /

[Iposepenio; = oN Onodpeno: Menekep E’Bimm_'mru_'n. ,
I - - _(L - 2 tolald Rgi fle CU%
Date / o) 2 | Dae/ Date / o 22
Hara: /5 Jlara: i |\ YO 2.0




Qe
Dr.Reddy’s ‘,’o‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
HMpoaykT: Annepsait TabneTky, NOKPbITbIE MACHOUHOH 006010UKOH, 5 MT

Batch No / - C2300276 Batch Quantity / 1040300 tab /
Cepust Ne Ob6bem cepun 1040300 Tad
Analytical Report No / : 890001640100 | Date of Analysis / 19/01/2023
AHanuTuueckuit otuer No Jara anannza

Date of Manufacture / 1272022 Date of Expiry / - 11/2025
Hata npouzzoacTea ["open oo

Analysis performed according ND: / Ananns nposejgen no HJ: JIT1-004008-200820 (amend Ne | from 20.01.2022 /

n3m. Ne 1 ot 20.01.2022

Page 4 0f 4/ Crp. 413 4

11 | Assay / KosnuecrBennoe 4.98 mg /4,98 mr 4.75 mg to 5.25 mg of CzHysCIN»O3¢ 2HCI
onpeaeneniie (levocetirizine dihydrochloride) per tablet. /
Or 4,75 MIT 10 525 mr C2|H25C1N203‘2HCI
(NeBOUETHPH3HHA  AMFUAPOXJIOpUA) B
Tadnerke.

12 | Packaging / YnakoBka 10 tablets in  (PAJAI/PVC)|[7 or 10 tablets in (PA/AI/PVC)
foil/aluminum foil blister. 3 biister | foil/aluminum foil blister. 1, 2 or 3 blisters
and a patient information leaflet in a | and a patient information leaflet in a carton
carton pack. / [lo 10 Tabnetox B | pack./[lo 7 unu 10 TabneTtok B HaucTep u3
onucrep uz (TTA/AJI/TIBX) donbru / | (INMA/AJVTIBX) ¢oabrn /  anioMHHUEBOH
anrOMHUHHEBOM donbru. [o | ¢poabru. Tlo 1, 2 wnuw 3 Onucrepa c
3 6nucrepy C  MHCTPYKUMeH N0 | MHCTPYKUMEH 110 NPUMEHEHHIO B MaykKy
NPUMEHEHHIO B NaYKy KapTOHHYIO. KapTOHHY!IO.

13 | Labeling / Mapkupobka According to ND / B cooteerctenn ¢ HJL N

14 | Storage conditions / At temperature below 25 °C. / Tlpu Temnepatype lie sbiwe 25 °C.

Xpanenue
15 | Shelf life / Cpok roanoctn 3 years /3 rona

* 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. / * TTpu soimycke

JIEKAPCTBEHHOI0 NPENApaTa KOHTPOJIb KAUeCTBA NO NOKA3aTeJ10 NMPOBOANTCH € BHTEPBAJIOM 01110

nensiTanne na 10 cepui'l, 11 OAHH Pa3 B 1roa, B 3aBHCHMOCTH OT TOI0, YITO HACTYNNT panbuic.

Remarks

: The Product conlirms to ND/
Mpumeuainne: TpoayvkT coorserctsyet TpedoBatisam HJL
79

Prepared by /
o uotosicho:

-~

2

5 B =
&k

Conclusion :
Zakmouenue: OJOBPEHO

APPROVED /

Checked by /

ﬂposepen;j BNL 2

Approved by: Manager/Loxecutive /

O 100peno: Maye ukep / Pygosourmesns
F)e oLMQh %M {—"D’J/\f.{

Date/
__)ln ra:

| é»ﬁZ' Lo 2

Date /
Jlara:

[U~02- 2023

Date /
ana:

[LP,_OD,JVGQ/S .




