Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

| Product : Allerway film-coated tablets 5 mg

[Tlpoaykr: Anneppsi TabJETKH, NOKPLITHIE NJ1EHOUHON 060104KOH, 5 MT - -

Batch No / 0 C2206258 Batch Quantity / : 1040300 tab /

Cepusa Ne - S O6bem cepu 1040300 Ta6 -

Analytical Report No / : 890001596260 Date of Analysis / : 22/06/2022 -

AHanuTuyecknii otuet Ne Hara aHannza S

Date of Manufacture / : 05/2022 Date of Expiry / : 04/2024

JaTta nponzBoacTBa T'onen no

‘Analysis performed according ND: / Anaans nposeaen no HJI: JIT1-004008-200820 B

- Page 1 of4/Crp. 1 u3 4

Ne Test / Iloka3aTenn Result / PesyabTaThl Specification / Hopma

1 | Description / Onucanune 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
JBOSKOBBITYKJIble TaOJIETKH, JBOSIKOBBIMYKAble TabJCTKH, MOKPHLIThIE
MOKPbITBIE MJIEHOYHOH 000JI0UKOI nyjeHouHoit o6onoukoil 6enoro unu nouTH
6eJioro 11BeTa, C OHOM CTOPOHbI Oenoro 1BeTa, C OHOH CTOPOHbI TJAAKHE,
I1aJIKue, Ha APYrol cTopoHe Ha pyroi ctopone rpaBupoBka «R 5». Ha
rpaBupoBka «R 5». Ha nonepeunom NonepevyHoM paspese SApo oT Gesnoro o0
paszpese a1po 6enoro usera. no4Tn 6esoro YBeTa.

2 | Identification. Complies as prescribed / The retention time of the main peak in the
Levocetirizine/ CooTBeTCTBYET TpeOOBAHUSAM chromatogram of test solution should
Hoanunnocts. comply with the retention time of the main
JleBoueTHpu3un peak in the chromatogram of levocetirizine

dihydrochloride reference standard solution
(section "Assay"). / Bpems ynepxuBaHus
OCHOBHOIO TIHKa Ha XpoMaTorpaMme
HCNbITYEMOTO pacTBopa JIOIDKHO
COOTBETCTBOBATb BPEMCHU YICPXKUBaHUS
OCHOBHOTO TNMKa Ha XpoMmarorpamme
pacTropa CTaHAApPTHOTO obpazua
JIEBOLIETUPH3KHA AUTUApOXIopraa (pazaen
«KonnuecrBeHHOE onpejieSIeHHEY ).

3 | Average weight / 132.73 mg /132,73 mr 133.25 mg+4 % (127.92 to 138.58 mg) /
Cpennsist macca 133,25 Mr+4 % (ot 127,92 no 138,58 mr)

4 | Disintegration / 07 min /07 muH Not more than 15 min/

PacnapaemocTtn He 6onee 15 muH

"Remarks : The Product confirms to ND/
IIpumeuanne: IpoaykT coorBeTcTBYeET Tpeboannsm HJ

Conclusion : APPROVED /
3akmrouenne: OJOBPEHO

Prepared by / [NoargrosneHo: ~
e

Checked by / ITpoBepeHo:

=

Approved by: Manager/ Onobpeno: Menemxkep

Date / JlaTa:

n 306 - 7207

 Date/ ﬂ,aTé_l-Z 03 ~0f - 2090

Date / Jlarta:

20— o6 _2002—




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IpoayKT: Annepssi TabNETKH, NOKPBITLIC MIEHOUHOH 000NOUKOH, 5 MI

Batch No / : C2206258 Batch Quantity / . 1040300tab/

Cepusa Ne O61bem cepuu 1040300 Tab

Analytical Report No / ) : 890001596260 Date of Analysis / : 22/06/2022 o
Anamutndecknii otuer Ne Jlara ananuza

Date of Manufacture / : 05/2022 Date of Expiry / : 04/2024

Jara npoussoactsa I'open no )

Analysis performed according ND: / Asaans nposeaen no HJ/I: JII1-004008-200820

Page2 of 4/Crp. 2 uz 4

Not less than 80 % (Q) of label claim of

C21H25CIN,03-2HCI (levocetirizine
dihydrochloride) in 20 min. / He menee

80 % (Q) OT HOMMHANBHOIO coaep)KaHus

C1H,5CIN,O;-2HCI (neBoueTHpusMna
JUruapoxnopua) uepes 20 MuH.

S | Dissolution / PacTBopeHnue Unit-1/ Tabn.-1 98%
Unit-2 / Tabn.-2 95%
Unit-3 / Ta6n.-3 97%
Unit-4 / Tabn.-4 93%
. Unit-5/Ta6n.-5 102%
Unit-6 / Tabn.-6 98%
6 | Related Substances / [Toctoponnne npumecn
Impurity A / ITpumecs A | Not detected / ne ofHapysxeHa
Impurity B / IIpumecs B
0.01% /0,01%
Impurity C / TIpumecs C Not detected / He obHapyxeHa
Impurity D /Tlpumecs D 0.004% /0,004%
Impurity E / Tlpumecs E Less than LOQ (LOQ: 0.023%)Huxe

npeAena KoNM4ECTBEHHOTO
onpeaenenus (IKO : 0,023%)

Not detected / He obHapyxeHa

Impurity F / [Ipumecs F

Impurity RCT-3 / TIpumech | 0.06% /0,06%
RCT-3

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

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

e

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 Gonee 0,4 %

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

Remarks : The Product confirms to ND/
IIpumeuanne: ITpoaykT coorBeTcTBYET Tpebosatmsam HJI

~

Conclusion : APPROVED /
3axnrouenne: OJJOBPEHO

Prepared by / ]'lo,uroTW Checked by / Ilposepeno:

Approved by: Manager/ Ono0peHo: MeHnenxkep

a0 Rl Neothuy

Date / lara: 2-306,204/[_ Date ./—}IIaE:_Q% ~66 ~260p_

Date / JlaTa: ‘D_L(,._.O QDL’LO 27




Dr.Reddy’s ":‘.

Product : Allerway film-coated tablets 5 mg

CERTIFICATE OF ANALYSIS
CEPTUOHNKAT AHAJIM3A

ITpoaykT: AnnepBdii TabneTkn, NOKpbIThIE NIEHOYHONH 000104KOH, 5 MT

Batch No / : 2206258 Batch Quantity / . 1040300 tab / |
Cepusi Ne O6beM cepuu 1040300 1a6

Analytical Report No /- : 890001596260 Date of Analysis / : 22/06/2022

Anajiutnueckuii otTuet No Jara anainza

Date of Manufacture / : 05/2022 Date of Expiry / : 04/2024

HaTa npoussoactea [onen no

Analysis performed according ND: / Anaans nposeaen no HJ: JIT1-004008-200820
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Any individual
impurity / Jliobas eantnyHas
HenAeHTH U poBaHHas
npuMech

unidentified |.

BDL / perucrpanuun

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

Total impurities /
Cymma npumeceii

0.1%/0,1%

7 | Chiral purity / Xupanbnas
YHCTOTA

'8 | Loss on drying / Iloteps B

Macce nNpH BbICYIMHBAHUN

Not detected / He oGHapy»xeHa

Not more than 1.5 % / He Gonee 1,5 % '

| S-isomer - not more than 1.5 %

S-n3omep - He 6once 1,5 %

2.5%172,5%

Not more than 6.0 % / He Gosnee 6,0 %

9 | Microbial enumeration tests /

Mlmpoﬁuonomqecxaﬂ YuCTOoTAa

a) Total Aerobic Microbial
Count / Obuiee uncio
a3pobHBIX MUKPOOPraHN3MOB

Less than 10 CFU/g /-
Menee 10KOE/r

b) Total Combined Yeast and
moulds count / O6Lwee yncno
IPOXCOKEBBIX U T1JIECHEBBIX
rpuboB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) Escherichia Coli

Absent in 1 gram /
OtcyTctByeT B 1 T

Shall be absent in 1 gram /
OrcyrctBue B 1 T

10 | Uniformity of dosage units /|  1.3/1,3 ﬂe_acceptance value (AV) should be less
OaHopoaHOCTD 103U POBAHHS than or equal to 15.0 / Tlpuemounoe
3HaueHe (AV) n0MKHO ObITh He OGosee

15,0.
11 | Assay/ KoanuecrBenHoe 4.99 mg/4,99 mr 4.75 mg to 5.25 mg of C3/H»sCIN,O3-2HCH |

onpeaejienue

(levocetirizine dihydrochloride) per tablet. /
OT1 4,75 mr 00 5,25 mr C2HasCIN2O5-2HCI
(neBoueTHpM3UHA  AUTHAPOXJOPHA) B
Tabnerke.

Remarks : The Product confirms to ND/
IMpumeyanue: Ilponyxkr cootBercTByeT TpeGoBanusam HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / IloarorosieHo:
/9 / 725
/‘h -

Checked by / [1posepeHo:

IH—2

Approved by: Manager/ OJiobpeno: Meneioke

Date / Jlara:

230€- 2o

Date / Jlara: 22 -66G~200p

Date / JlaTa:

L G0 ~2002—
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Product : Allerway film-coated tablets 5

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

mg

[poaykr: AnnepBait TabneTkH, NOKPbIThIC NICHOYHON 000404KOH, 5 MT

Batch No / : C2206258 Batch Quantity / : 1040300 tab/
Cepust No - Obbem cepun 1040300 Ta6
Analytical Report No / : 890001596260 Date of Analysis / : 22/06/2022
AHanUTHYECKUH oTyeT No - Jlara ananuza -
Date of Manufacture / : 0572022 Date of Expiry / : 04/2024

| Mara nponssozcTsa Fonen no -

Analysis performed according ND: / Ananus nposesen no HJI: JIT1-004008-200820

Page 4 of 4/ Crp. 4u3 4

12 Packiging/YnaKOBKa 10 tablets in (PA/AI/PVC) |7 or 10 tablets in (PA/AI/PVC)
foil/aluminum foil blister. 3 blisters and | foil/aluminum foil blister. 1, 2 or 3 blisters
a patient information leaflet in a carton | and a patient information leaflet in a carton
pack. / Ilo 10 Tabnerox B 6ancrep u3 | pack./Ilo 7 uan 10 Tabaerok B 6aucrep U3
(ITA/AJI/TIBX) (honbru /| (HA/AJI/TIBX) ¢onern / amomuHneBoii
anmomunuesoil gonbru. o 3 6nucrepa | poneru. Ilo 1, 2 nam 3 Gnucrepa ¢
C MHCTPYKUMEH TNO NPUMEHEHMIO B | MHCTPYKLHEH MO NMPUMEHEHHI0 B Mayky
nayky KapTOHHYIO. KapTOHHYIO.

13 Labeling / MapxupoBka According to ND / B coorsetctun ¢ HJJ

14 —Storage conditions / At temperature below 25 °C. / Tlpu Tem neparype He Bbile 25 °C.

Xpanenue
15 | Shelflife / Cpox roanoctn 2 years /2 rona

-~

Remarks : The Product confirms to ND/
ITpumeuanne: TIpoaykr coorBetcryeT TpeGobanusam HJJ

Conclusion : APPROVED /
3akmouenune;: OJOBPEHO

Prepared by / l'ImuW

Checked by / IposepeHo:

e

Approved by: Manager/ Onobpeno: Menenxkep

Pectoton Ry fmetied

Date / Jlata: 2 Z-O6 )24

| Date / Jlara: 93 -6& 2007

Date / Jlara:

Q,L(,._o L2020




