Ds.Reddy’s “:’.

CERTIFICATLE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Prod uict: Allerway film-coated tablets 5 mg . - o
TposLyki: Annepioii TabneTk, mmpm I'bie TIEHOUHOH 000I0UKOIl, S M B N
Batch No / : C2206337 Batch Quantity / : 1040300 tab / =
Cepiis N OGLeM cepun 1040300 Ta6
Anal Ytical Report No / : 890001597208 Date of Analysis / : 23/06/2022 B
Anariitnyecknii orget Ne Jlata ananusa
Date of Manufacture / : 05/2022 Date of Expiry / : 04/2024
Jata Npou3BoACTBA T'omen no -

IKnﬂl_yS_i_s_performed according ND: / Anaau3 nposeaen no HJI: JIT1-004008-200820

NT- Test / TlokasaTenn

Page 1 of 4/ Crp. 1 3 4

Result / Pe3yanTaTbl

Specification / Hopma

1 Dgscription / Onucanne

2 | Identification.
Levocetirizine/
IloaIMHHOCTD.
Jleponernpusny

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. / OBanbHbIE
JBOSTKOBBINYKIIbIE TAONETKY,
HOKpPBITHIE MIEHOYHOI 000N104YKOH
6enoro upera, ¢ ONHOH CTOPOHBI
raajikie, Ha Jpyroil cTopone
rpaBupoBka «R 5». Ha nonepeunom
pa3pese saapo 6ea0ro uBeTa.

Oval, biconvex, white to off-white film-
coated tablets, plain on one side and with "R
5" debossed on the other side. White to off-
white core on a cross section. / OBanbHble
JABUAKOBBUIYKITBIC  TAONCTKHM, TOKPBITHIC
nscnod1oi 060a0uKoli 6enoro HiIH NoYTH
6eJ10ro 1BeTa, ¢ OJIHOW CTOPOHBI TNIaJKKe,
Ha Apyro# cropoHe rpasupoBka «R 5». Ha
TONEPEYHOM paspese SiAPo OT Oenoro o
noytu 6ea0ro 1BeTa.

Complies as prescribed /
CooTBeTcTBYET TpeOOBAHHIM

3 | Average weight /
Cpenunsist macca

4 _D_isi_ntegration /
PacnajaemocTb

132.79 mg /132,79 mr

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"). / Bpems ynep)xnsanus
OCHOBHOTO [MMKa Ha Xpomarorpamme
MCNBLITYEMOTO pacTBOpa JIOIDKHO
COOTBETCTBOBATh BPEMCHU YACP>KHBAHUS
OCHOBHOIO [WKa Ha XpoMaTrorpamme
pacTBopa CTaHAapTHOTO obpasua
JIeBOLETHPHU3KHA AMTHAPOXIIOpUAa (pa3zien
«KonuectBenHoe onpeaeneHue).

133.25mg+4 % (127.92 to 138.58 mg) /
133,25 mr +£4 % (o1 127,92 no 138,58 mr)

04 min /04 muu

Not more than 15 min/
He 6onee 15 mun

Remarks : The Product confirms to ND/
Ipumeuanne: [IponykT cooreTcTByeT TpebGoBanuaM HJI

“Prepared by / TlojiroroniieHo: o)
y =

Conclusion : APPROVED /
3axmouenne: OJIOPEHO

Checked by / [1poBepeHo:

e

Approved by: Manager/ () {n heno: Menemkep

Roctoldd Roi Olectly’

Date / Jlara:

2406 ~2o)Z-

“Date/ Nlata: LU ~O& ~ 20000

Date / laTa: 9/,.) O 1022
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Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets S mg
Tposiykr: Asiepsaii TabneTkH, IOKPLITHIC NICHOYHOH 000J104KOIl, 5 MT

Batch No / : C2206337 Batch Quantity / . 1040300 tab/

Cepua Ne O6mwem cephil 1040300 Tab

Analytical Report No / : 890001597208 Date of Analysis / : 23/06/2022 -
AHannMTH4ECKNH OTYeT Ne JlaTta aHanuza

Date of Manufacture / : 0572022 Date of Expiry / : 04/2024
JlaTa npon3BojcTBa ["ojieH 1o

Analysis performed according ND: / Anasnms nposejien no HJI: JIT1-004008-200820

Page 2 of 4/ Crp. 2 w3 4

5 | Dissolution / PacrBopenue Unit-1/ Ta6n.-1 96% | Not less than 80 % (Q) of label claim of |
; —————— C1H25CIN,0O3-2HCI (levocetirizine
» — 0
iy M lava-e 2 dihydrochloride) in 20 min. / He wmeuee
Unit-3 / Tabn.-3 96% 80 % (Q) oT HOMHHAJBHOTO COJIepPKAHUS
UnitA / Tabn—4 98% C21H25CIN,O3-2HCI (neBoueTUpu3NHa
auruapoxnopun) uepes 20 Mun.
Unit-5 / Tabn.-5 97%
Unit-6 / Tabn.-6 98%
6 | Related Substances / Ilocroponnue npumMecH :
Impurity A / TIpumech A Not detected / He oOHapyKeHa Not more than 0.4 % / He 6onee 0,4 %
Impurity B / [Ipumecs B Not more than 0.4 % / He 6onee 0,4 %
0.02% /0,02%
Impurity C / TIpumecs C 0.03% /0,03% Not more than 0.4 % / He 6onee 0,4 %
Impurity D / [Ipumecs D " ILess than LOQ (LOQ: 0.004%)Huske Not more than 0.4 % / He 6onee 0,4 %

npejiena KoIMueCTBEHHOTO
onpenenenus (ITKO : 0,004%)

Impurity E / [Ipumecs E Less than LOQ (LOQ: 0.023%)Hke Not more than 0.4 % / He Gonee 0,4 %
npejiena KoJIMuecTBEHHOro

onpeaenenus (IKO : 0,023%)

Not detected / He obHapyxeHa

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

3 B 0 0
Impurity RCT-3 / TIpumecs 0.07% /0,07% Not more than 0.30 % / He 6onee 0,30 %
RCT-3
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [poaykr cooreTcTByeT TpeboBanusim H/L 3akmouenne: OJJIOBPEHO

FOBJICHO: Checked by / Ilposepeno: Approved by: Manager/ Onobpeno: Menekep

Prepared by / [Toaros /O'Q:P 2
f?y 4 D~ £ FeotolD R~

Date / Jara: 9/{,.0{ ’WL Date / Z[aTa;'?u XYy Date / Jlara: D/r) 0L 1D22




Dr.Reddy’s ":‘.

Product : Allerway film-coated tablets S5mg

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

I[TpoayxT: Anneppdii TabNeTKH, NOKPLITbIE NJEHOYHOH obonoukoi, 5 Mr
Batch No /
Cepust No

Analytical Report No /

AHanuThuecknii otueT Ne

Dale of Manulacture /

JlaTa npou3BoACTBa

- C2206337 Batch Quantity / 1040300 tab/ -
O6beM cepuu 1040300 Tab6

: 890001597208 Date of Analysis / - 23/06/2022 o
JlaTa aHanusza -

: 05/2022 Date of Expiry / : 04/2024 o
I'opmen no B -

_Analysis performed accordmg ND: / Anann3s npoBeieH 1o HJX: JIT1-004008-200820

Any individual unidentified |.

impurity / Jliob6as eanHuuHAas
HenJieHTHhULIpoBaHHAs!
npuMech

Page 3 of 4/ Ctp. 3 uz 4

BDL / peructpatumu

Total impurities /
Cymma npumeceit

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

0.1%/0,1%

Chiral ;ur\i_ty / Xupajbhas
YHUCTOTA

Not more than 1.5 % / He 6onee 1,5%

Not detected / He obHapyxeHa

S-isomer - not more than 1.5 %
S-nuzomep - ne Gonee 1,5 %

Loss on drying / IloTeps B
mMacce IpH BbICYIUHBAHUH

10

Microbial enumeration tests /

a) Total Aerobic Microbial

Count / Obuiee uncno
aspOGHBIX MUKPOOPTaHHU3MOB

2.8%/2,8%

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

Muxpo6uoaoruueckasl YHCTOTA

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

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

'b) Total Combined Yeast and

moulds count / Obee uncno
IPOXKKEBBIX H MIECHEBbIX
rpuboB

c) Escherichia Coli

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

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

Absent in 1 gram /
OrcyTcTByeTB 1 T

Uniformity of dosage units /
OnHOpOAHOCTHL NO3UPOBAHHS

11

Assay / KonnuecrBennoe
onpeaejieHne

2323

Shall be absent in 1 gram /
OrcytcrBHe B 1 1

The acceptance value (AV) should be less
than or equal to 15.0 / Tlpuemounoe
3HauyeHne (AV) jomkHo ObiThb He Oonee
15,0.

4.97 mg/4,97 mr

4.75 mg to 5.25 mg of C21H25CIN,O5-2HCI
(levocetirizine dihydrochloride) per tablet. /
Ot 4,75 mr 1o 5,25 mr CyHz5CIN,O5-2HCI
(neBoUETHpU3MHA  AWMTMAPOXJIOPHA) B
Tabnerke.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr cootBeTcTByeT TpeboBanusM HJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / }mumw Checked by / Hporepeno:

(D—L_

Approved by: Manager/ Oa06peHo: Metiexkep

AR Ro~L eobey

Date / JlaTa:

%@6,_&% Date/ﬁaTa D Lo~ ~ 2002

Date / JlaTa:




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[Tponykt: Annepraii TabaeTkn, NOKPLITHIE NIEHOUHON 0060104KOil, 5 MT

Batch No/ ;2206337 Batch Quantity / © 1040300 tab/ o
Cepust Ne | Obbem cepuu 1040300 Tad
| Analytical Report No / : 890001597208 Date of Analysis / . 23/06/2022 o
| Ananutideckuii oryer No Jlata ananuza
Date of Manufacture / : 0572022 Date of Expiry / : 04/2024 -
JlaTa npousBoxcTBa ["onen no

Analysis performed according ND: / Auanns HEQECQ_CII no H/: JITT-004008 200820

(PA/AI/PVC) |

12 | Packaging / YnakoBka 10 tablets in
foil/aluminum foil blister. 1 blisters and
a patient information leaflet in a carton
pack. / Ilo 10 tabnerox B Gsmcrep u3
(ITA/AJVTIBX) thonLru /
antoMuHKeBol (onbru. o 1 6nncrepa
C WHCTpYKUMEH MO NpPHMCHEHUIO B
navky KapTOHHY!IO.

13 | Labeling / MapkupoBka According to ND /B coorserctsnu ¢ HJI

14 §0rage conditions /

XpaHeHnue
15 | Shelflife / Cpox rogHoctH 2 years /2 rona :

Page 40f4/Crp. 4 w3 4
7 or 10 tablets in _(PA/AI/TVC)"
foil/aluminum foil blister. 1, 2 or 3 hlisters
and a patient information leaflet in a carton
pack./Tlo 7 nan 10 Tabnetok B 6nucrep ns
(TIA/AJUTIBX) doneru / amomMunncpoii
¢donbru. Ilo 1, 2 uan 3 6Gauctepa ¢
HHCTPYKUWEH 1O TNPUMEHEHMWIO B TAuky
KapTOHHYIO.

| At temperature below 25 °C. / TTpu Temnepatype He sbite 25 °C.

“Remarks : The Product confirms to ND/
Ipumeuanne: I[poaykr coorsercTByeT TpeboBanusm HJL

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by / HOAW

Checked by / IlposepeHo:

N~~~

RIS

Approved by: Manager/ Ono6pero: Menenxep

$RAAR oL AL cberry’

Date / Jara:

%,.0-6’,.2 p/) 2 Date / Jlara: czu —~06 26722

Date / laTa:

271062022




