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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[Tponyxr: Ajnepssit TabNETKH, NOKPLITbIE NIEHOYHOH 000NOUKONH, 5 MT

Batch No / : C2300285 | Batch Quantity / 1040300 tab /
Cepust-Ne- S T | O6vem cepin 1040300 Tab
Analytical Report No / : 890001640994 Date of Analysis / 1 24/01/2023
ABRaNUTHYECKUH oTYeT No Jlata aHanuza

-Date.of Manufacture / : 1272022 . Date of Expiry / 1172025
JlaTa npouM3BOACTBA I'onex no

Analysis performed accordmo ND /AHamn nposegen no HJ1: JINT-004008-200820 (amend Ne 1 from 20.01.2022 /

n3m. Ne 1 ot 20.01.2022)
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Noe Test / Ilokasarennb

Result / PeayiabTaThi

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. / OBajbHble
IBOSIKOBbINYKJbIe TA0NETKH,
MOKPLITHIE NMAEHOYHON 000N04KON
Oenoro LBeTa, ¢ OHOH CTOPOHbI
rllajkue, Ha npyroi cTopoHe
rpasupoBka «R 5». Ha nonepeuHom
pazpese sapo 6enoro LpeTa.

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
NBOSKOBBINYKJblE  TabNeTKH,  TOKPbIThIE
nneHo4Hol o6oJjioukol 0enoro WIM TOYTH
Oenoro uBeTa, ¢ ONHOH CTOPOHBI I1aaKHe, Ha
Apyro# cropoHe rpasupoBka «R 5». Ha
MonepeyHoM paspese sapo oT Oenoro no
noutu 0eJoro UBETA.

2 | Identification. Complies as prescribed /
Levocetirizine/ CooTBeTCTBYET TPeOOBAHHAM
INoaanHHOCTS.

JleBoueTupusnu
3 | Average weight / 132.95 mg / 132.95 mr

Cpeansist macca

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 ynmepxuBaHus
OCHOBHOTO NMWKa Ha  XpoMarorpamme
MCMbITYEMOro pacTBopa JIOJPKHO
COOTBETCTBOBAaTb BPEMEHH yIEPKHBaHMS
OCHOBHOTO  MWKa Ha  XpoMarorpamme
pacTBopa CTaHAapPTHOrO obpasua
JeBOLIETUPII3HHA AMTHApOXJopuaa (pasmen
«KomMueCcTBEHHOE OnpeseNeHHeE).

=
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3.25mg£4 % (127.92 t0 138.58 mg) /
3.25mMr =4 % (o1 127,92 no 138,58 mr)

Remarks : The Product confirms to ND/
Hpumeuanue: [1poaykr cootBetcTBYET TpedoBaHnsym HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

O
Prepared by / 1@679('/' Checked by / Approved by: Manager/Executive /
[NoaroTosneno: |~ = ﬂposepeHo@ o~ OsnoGpeno: Meyewiep / PygosoanTess .
< N~ £2 sgta) Bins (lachbay
Date / 2o ~-P023 Date / Date / ;
Hara: Jata: 295-6(1-209= Hara: 2 C-Ol~ 2.3




Dr.Reddy’s Q’:’.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IMponykT: Annepsait TabaeTKH, MOKPbITLIE NNIEHOYHOH 000M04KOH, 5 MT

Batch No / : C2300285 Batch Quantity / : 1040300 tab /
CepusiNe - - R Obvem cepun 1040300 Tab
Analytical Report No / : 890001640994 Date of Analysis / 1 24/01/2023
AHanutHueckuii otuert Ne JlaTta ananuza

-Date of Manufacture / :12/2022 Date of Expiry / 1 1172025
JlaTa npousBoacTBa : l'open no '

Analysis performed according N
n3m. Ne 1 ot 20.01.2022)

D: / Ananus npoeeaed no HJI: JIT1-004008-200820 (amend Ne 1 from 20.01.2022 /

Page2 of 4/ Crp.2 u3 4

Not more than 15 min /

4 | Disintegration / 05 min/ 05 mMuH
Pacnanaemocts = - = He 6onee-15-Mun
5 | Dissolution / PacTBopenne Unit-1/Tabn.-1 95% Not less than 80 % (Q) of label claim of
- C,1H25CIN;0O5-2HCI (levocetirtzine
R 0
WIE=ES] Traeiec 15 dihydrochloride) in 20 min. / He menee 80 %
Unit-3 / Tabn.-3 94% (Q) or HOMHMHANBLHOMO  COAEpPXKaHUs
Unitd / Tabna 95% C21H25C1N303~2HCI (neBoUeTHPH3HHA
auruapoxnopua) uepes 20 MuH.

Unit-5 / Tabn.-5 96%
Unit-6 / Tabn.-6 97%

6 | Related Substances / [locTtoponnne npumecu

Impurity A/ Ipumecs A

Impurity B/ Ilpumecs B

- Impurity C / INpumecs C

Impurity D/ [Ipumecs D
Impurity E / ITpumecs E

Impurity F/ l_lpnmecTF

Impurity RCT-3 / Tlpunecs
RCT-3

Not detected / He oOHapyskeHa
0.02% /0,02%

Not detected / He obHapyxeHa

0.01% /0.01%

|Less than LOQ (LOQ: 0.023%) Huxe

npeaeya KOMH4YECTBEHHOTO

|onpeaeneHus (IKO : 0,023%)

Not detected / ne o6ﬁép}5|<eHAa
0.06% /0.06%

Not more than 0.4 % / He 6onee 0.4 %

Not more than 0.4 % / He 6oxee 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 donee 0.4 %

Not more than 0.30 % / He 6onee 0.30 %

Remarks : The Product confirms to ND/
IIpumeuanune: I1poaykT coorBeTcTBYET TpeGoBaHsaM HJI

ey

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / ~2%"| Checked by / Approved by: Manager/Executive /
p gw : ~
IToarotosneno: e INposepexo; AN Quoopeno; Menewep / PyKOBOITE b
e 2.etola) Rormi ﬁlvegd»u{
Date / Date / Date /
Gof- D022 ~0|~28&2%
Hara: 2 Hara: 25 -0/ ~2¢023 | Jlata: 2L -0l 2




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Alferway film-coated tablets 5 mg
IlponykT: Annepsail TabneTky, NOKPbITbIE MNEHOUHOH 0600UKOMH, 5 MT

Batch No/ - C2300285 Batch Quantity / 1040300 tab /
Cepusa Ne - B O6nem cepun 1040300 Tab
Analytical Report No / 1 890001640994 Date of Analysis / : 24/01/2023
AHanutuueckui oTyet Ne JlaTa aHanu3a

Date .of Manufacture / $12/2022 Date of Expiry / : 11/2025
JlaTa npou3soacTea Tozen no

Analysis performed according ND /AHaJm3 nposenen no HJ: JITT-004008-200820 (amend Ne 1 from 20.01.2022 /

u3m. Ne 1 ot 20.01.2022)

Page 30f4/Crp.3 n3 4

Any individual - unidentified Not more than 0.2 % / He 6onee 0,2 %
impurity / JlioGasi eaunnynas BDL/périACTpaunn
HEUAEHTH(HULIMPOBAHHAs
npuMech
Total impurities/ | 0.1%/0,1% Not more than 1.5 % / He 6onee 1,5 %
Cymma npumeceit
7 | Chiral purity / XupaabHas Less than LOQ (LOQ: 0.0425%) S-isomer - not more than 1.5 %
41ICTOTA Huske npenena Konu4yecTBEHHOTO S-u3zomep - He Gosnee 1,5 %
onpeaenenus (ITKO : 0,0425%)
8 | Loss on drying / IloTepst B 2.0%/2,0% Not more than 6.0 % / He 6onee 6,0 %
macce NPH BbICYLIHBAHUH
9 | Microbial enumeration tests* / MnkpoOunoJjornueckast 4yucTora*
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / Obuiee yncno Menee 10KOE/r He 6onee 1000 KOE/r
a’pPOOHBIX MUKPOOPraHM3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 100 CFU/g /
moulds count / Obuiee uncno Menee 10 KOE/r He 6onee 100 KOE/r
NPO’KIKEBBLIX W MIIECHEBbIX
rpHoos
¢) Escherichia Coli Absent in 1 gram/ Shall be absent in | gram/
OrcyTcTBYyeTB 1 T OrcyteTBHEe B | T
10 | Uniformity of dosage units / 2.1/72.1 The acceptance value (AV) should be less
OAHOPOAHOCTH /103HPOBAHHS than orequal to 15.0/IlpnemMouHoe 3HaueHne
(AV) 10mKHO ObITL HE Gonee 15.0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

M pnmeuanue: TlpoaykT cooTBeTcTBYET TpedoBaHuam HJJ

o

Zakmouenne: OJJOBPEHO

Prepared by / L,
Z=

ﬁ‘-’)ﬂ(/

Checked by /

Approved by: Manager/Executive /

[Toarotosaexo: IMpoBepeniy; N ~p (Jmnpulu f\lu.u: m\q}f Py KOBO; ||| Teh
Date / 25e/-90p 2 | Date/ | Ddle/
Hara: Jara: 9501 ~Om 23 Hara: A O' 2-




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
[ponyxt: Annepaii TabneTku, NOKpbITbIe NAEHOYHON 060N04KOH, 5 MT

Batch No / : C2300285 Batch Quantity / 1040300 tab /
Cepusi Ne " - O6nem cepnn 1040300 Tab
Analytical Report No / " 890001640994 Date of Analysis / : 24/01/2023
AHanuTHueckuii oTyeT No _ JlaTta aHanuza

Date of Manufacture / :.12/2022 ' Date of Expiry / 11/2025 -

Jarta npon3BoacTBa

FoneH no

Analysis performed according ND /AHaJ]H3 npoeeaen no HJI: JIN-004008-200820 (amend Ne 1 from 20.01.2022 /

u3m. Ne 1 or 20.01.2022)

Paged4of4/Crp. 4u34

11 | Assay / KonnyecTBeHHOE
onpejeieHHe

4:93 mg/ 4,93 mr

4.75 mg 1o 5.25 mg of C31H»5CIN>O5-2HCI
(levocetirizine dihydrochloride) per tablet. /
Ot 4,75 mr o 5,25 mr C;1H,sCIN203-2HCI

(NeBOLETHPU3UHA  IUTHAPOXIIOPHI) B

Tabnerke.
12 | Packaging / YnakoBka 10 tablets in  (PA/AI/PVC) |7 or 10 tablets in (PA/AI/PVC)
foil/aluminum foil blister. 3 blister | foil/aluminum foil blister. 1, 2 or 3 blisters

and a patient information leaflet in a
carton pack. / Tlo 10 Tabnetox B
bnuctep u3 (IMA/AJI/TIBX) donbru /

and a patient information leaflet in a carton
pack. / Tlo 7 unu 10 Tabnetok B 6aucTep u3
(MA/AJI/TIBX) doabru / antoMUHHEBOH

aJIlOMHUHHEBOM
3 Gnucrepy ¢
NIPUMEHEHHMIO B NAUKY KAPTOHHYIO.

(onbru.
MHCTpYKUMER

[lo | poneru. Tlo 1,
MO | MHCTPYKUMEH MO MNpPUMEHEHWIO B Mauky

2 unn 3 Ousncrepa ¢

KapTOHHYIO.

13 | Labeling / MapkupoBka

According to ND / B cootsetcTBrH ¢ H]]

14 | Storage conditions /
XpaHeHue

At temperature below 25 °C. / Tlpu Temneparype He Bbiie 25 °C.

15 | Shelf life / Cpok roanocTn

3 years /3 rona

* It is 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. / * I1pni Bbinycke

JICKADCTBEHHOT O MPENapaTa KOHTPOJ1b Ka4decTBa N0 NoKa3zaTeJil0 NPpoBOANTCH ¢ HHTEpBAaJJoOM OQHO

ueneiTaHue Ha 10 cepui’:, IJIM OAMH pa3 B roa, B 3aBHCHMOCTI! OT TOI0, HTO HAaCTYNUT pPaHblle,

Remarks : The Product confirms to ND/
Ipumeuanue: INpoaykT cooTBeTcTBYET TpedoBaHiiaM HJJ

Conclusion : APPROVED /
3akarouenne: OJOBPEHO

Prepared by / apﬁﬂ Checked by / Approved by: Manager/Executive /
e %’ff:éj/ [Tposepenoy —~ 0 Oﬂmpum Mene l;I\Lpf Py KogoanTenb

Z N ‘ '9”"-4-“ ﬁCJJA{/ﬁ
Date / 2 5el-9¢ Date / Date/ o Ol_2.02L
Hara: 23 Hara: 29-01 - 2023 Jara: <o) 3




