Dr.Reddy’s ‘%.‘

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
ITpoaykr: AnnepBsail TaOJNETKH, MOKPBITbIE IACHOUYHON 000JOUKOH, 5 MT

Batch No /
Cepust No

Analytical Report No /
Ananutudecknii otuer Ne

Date of Manufacture /
JlaTa npousBoacTsa

. C2206332 Batch Quantity / - 1040300 tab /
| OGvem cepuu 1040300 ta6
: 890001596813 Date of Analysis / : 19/06/2022 —
JaTa ananmza -
: 0572022 Date of Expiry / : 04/2024
Tonen no

Analysis performed according ND: / Auanu3 nposeaen no HJI: JIT1-004008-200820

Pagt10f4/( rp. 1us 4

No Test / IToxkazarean

Result / PeayabTaThl

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, / OBasbHbIe
JIBOSIKOBBINYKJIbIE TabJIETKH,
NOKPLIThIE NJEHOUHON 06010UKOH
6enoro uBeTa, ¢ OHOH CTOPOHBI
rlajikue, Ha Apyroi CTOpOHE
rpaBupoBka «R 5». Ha nonepeunom
pazpese a1po 6esoro yBeTa.

2 | Identification.
Levocetirizine/
TlonnaunHOCTE.
JleBoneTupU3HH

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. / OsajibHble
NBOSIKOBBIMYK/IblE  TaONETKH, NOKPbITHIE
naeHo4YHOH 000/10UKOl 6enoro Wiau nNo4YTH
feJoro 11BeTa, ¢ OJHOH CTOPOHbBI THaaKHE,
Ha Apyroi ctopoHe rpaBupoeka «R S». Ha
NONEpevHOM paspese sApo oT Genoro 10
MOYTY 6€eNIoro LBeTA.

Complies as prescribed /
CoorBeTcTByeT TpeOGOBaHHAM

3 | Average weight /
Cpeansis 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 ynepskuBaHus
OCHUBHUI'U  [IMKd  HA  XPOMATOIPAMME
UCTILITYEMOTO pacrBopa NOJIKHO
COOTBETCTBOBATL BPEMEHW YACPKHBAHUS
OCHOBHOIO flMka Ha  XpoMaTorpamme
pacTBopa CTaHAApPTHOTO obpa3ua
J€BOLETUPU3HHA AUTUAPOXIopUaa (pasiien
«KonnuecTBeHHOE onpesie/icHUEY).

132.30 mg/ 132,30 Mr

133.25mg+4 % (127.92 to 138.58 mg) / )

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

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Remarks : The Product confirms to ND/
Ilpumeuanne: Ilpoayxt coorseTcTBYET TpeboBaHusm HJI

Approved by: Manager/ O umpum Mernepkep

Reasto Qonl ecling”

Prepared by / | Itymmwo:
Al

Date / lara: 2 2‘06 »W Date / ﬂaTa 9306 -~9op2_| Date/ Tlata: 2O 6'- 1O —




Dr.Reddy’s “:"

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[TponykT: Annepsait TabneTKH, NOKPBITHIC MIEHOUHOW 0000UKOH, S MI

Batch No / 1 C2206332 Batch Quantity / : 1040300 tab /
Cepusa Ne | Obbem cepun 1040300 Ta6
Analytical Report No / : 890001596813 Date of Analysis / © 19/06/2022
AHannuTiYecKuii oruer Ne Jlata ananuza

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

JlaTa npou3BoacTBa I'ongen no

Analysis performed according ND: / Anaans nposeaen no HJ1: JI11-004008-200820

Page2 of4/Crp. 2 u3 4

4 | Disintegration / 05 min/ 05 mun Not more than 15 min/
Pacnapaemocts He 6onee 15 Mmun
_Sﬂ._DiSSOIlltiOIl/PQCTBOpeHHe Unit-1/ Ta6n.-1 92% Not less than 80 % (Q) of label claim of
= C21H25sCIN,0O3-2HCI (levocetirizine
=) =t 0
Cniee atnes 100% | gihvdrochloride) in 20 min, / He wenee
Unit-3 / Ta6n.-3 90% 80 % (Q) oT BHOMHHANBHOIrO COAEPKAHMUA
 Uniid  Ta6n4 “To0% | C21H25CIN,O3-2HCI (neBoueTHpu3nHa
| aMruapoxnopun) yepes 20 Mun.
Unit-5 / Tabn.-5 94%
Unit-6 / Ta6n.-6 98%
6 | Related Substances / IlocToponnne npnmecu
Impurity A / Tlpumecs A Not detected / He obHapyxeHa Not more than 0.4 % / He 6onee 0,4 %
Impurity B / ITpumecs B K Not more than 0.4 % / He 6onee 0,4 %
0.02% /0,02%
Impurity C/ Ilpumecs C Not detected / He obHapyxeHa Not more than 0.4 % / He Gonee 0,4 %
'Impurity D/ pumecs D  10.005% /0,005% Not more than 0.4 % / He 6onee 0,4 %
Impurity E / IIpumecs E Less than LOQ (LOQ: 0.023%)Huxe | 'Not more than 0.4 % / He 6onee 0.4 %

npeaena KoIM4eCTBEHHOTO
onpenenenus (J1KO : 0,023%)
Impurity F / ITpumecs F Below LOD (LOD = 0.014%) / Husxe Not more than 0.4 % / He 6onee 0,4 %

npenena obHapyxenus (IO =0,014%)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ilponykr coorBetcTByeT TpeGoBannsam HJJ 3akmiouenne: OJIOBPEHO
Prepared by / IMojsrgrosneno; C?f) Checked by / ITpoepeHo: Approved by: Manager/ U.rlgﬁpcuo: Menecep
Lﬁ ( N~~~ Feo(A5d Rt Ny
Date / lara: - Date”/ JlaTa: ~066 - Date / :
a 2 306-Pop L Pacl lata: 22 ~066 - 20020 0 G o 2020




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
IpoaykT: Annepsaii TabneTiKH, NOKPbIThIE NIEHOUYHOH 060J04KOI, 5 MT

Batch No / : C2206332 Batch Quantity / 1 1040300 tab /
Cepus Ne O6bem cepun 1040300 Tab
Analytical Report No/ : 890001596813 Date of Analysis / 1 19/06/2022
AHanutryecknii otuet Ne JlaTa ananuza

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

Hara npounssoacrsa

Tonen no

Analysis performed according ND: / Ananns nposenen no HJI: JITT-004008-200820

Page3 of4/Crp.3u3 4

Impurity RCT-3 / Ilpumech
RCT-3

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

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

CymMmMma npumeceii

0.06% /0,06%
Any individual unidentified )
impurity / Jlrobasi ennHu4Has
HEHAEeHTUPUUNPOBAHHAS BDL / peructpauun
npumech
Total impurities / 0.1%/0,1%

7 | Chiral puritSf / Xupaabhas
YHCTOTA

8 | Loss (;drying /HoTeps B
Macce NpH BbICYyIIHBAHUHT

Not more than 1.5 % / He Gouee 1,5 %

Not detected / He obHapyxeHa

S-isomer - not more than 1.5 %
S-nzomep - ne bonee 1,5 %

2.7%/2,7%

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

9 | Microbial enumeration tests / Mukpo6nosoruucekas 4uncrora

_a) Total Aerobic Microbial
Count / Ob1iee uucno
a’pOOHBIX MUKPOOPraHU3MOB

b) Total Combined Yeast and
moulds count / O6uiee yncno
JIPOXOKEBBIX M MJIECHEBbEX
rpuboB

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

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

c) Escherichia Coli

10 | Uniformity of dosage units 7

OIIHOPOHH OCTb 103U POBAHHSI

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

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

Absent in 1 gram /
OrcyrcTByeT B 1 1

Shall be absent in 1 gram /
OtrcyrcTBUE B I T

22122

The acceptance value (AV) should be less
than or equal to 15.0 / IlpuemouHoe
3HaueHue (AV) nomkHo ObITh He Gosnee
15,0.

—

Remarks : The Product confirms to ND/
IMpumeuanue: [poayxT coorseTcTBYeT Tpebopanusam HJJ

Conclusion : APPROVED /
3axnrouenue: OJOBPEHO

Prepared by / [TogrorossieHo: ﬁﬂ

Checked by / TlposepeHo:

)

Approved by: Manager/ Onobpeno: Menemxep

Peco(ad Ron~ Neolbug”

Date / laTa:

2 304 )0l

Date / IfaTa: 23-66 ~202 2

Date / Jlara: Q-L{/~Ob~L,OL2—-




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[poaykT: Annepsoii TabNeTKH, NOKPLIThIE MIEHOYHOH 060104KOH, 5 MI

Batch No / : C2206332 Batch Quantity / : 1040300 tab /
Cepust Ne O6bem cepun 1040300 raG
Analytical Report No / : 890001596813 Date of Analysis / : 19/06/2022

| AHanuTudeckni otueT Ne Jara aHannsa
Date of Manufacture / : 05/2022 Date of Expiry / 1 04/2024
Hata npousBoacTBa [oxen oo

_Analysis performed according ND: / Ananns nposeges no HJ: JIT1-004008-200820

Page 4 0of4/Crp. 4u3 4

11

12

13
14

' Packaging / YnakoBka

Assay / KonnuecTBeHHOe
onpeaejeHne

4,95 mg/ 4,95 mr

4.75 mg to 5.25 mg of C21H,sCIN,03 2HCI
(Ievocetirizine dihydrochloride) per tablet. /
Ot 4,75 mr no 5,25 mr C,HysCIN,O5-2HC

L_al_)eling / MapKnpOBKa_

Storage conditions /
Xpanenne

15

10 tablets in (PA/AI/PVC)
foil/aluminum foil blister. 3 blisters and
a patient information leaflet in a carton
pack. / TTo 10 tabnetox B Gnucrep u3
(TIA/AJI/TIBX) donerun /
amoMuHMeBoi ¢onsru. [1o 3 6nucrepa
C MHCTPYKIMEN MO NpUMEHEHHIO B
nayKy KapTOHHYIO.

(neBouEeTMpU3MHA  OMTUAPOXJIOPUA) B
TabneTke.
7 or 10 tablets in (PA/AI/PVC)

foil/aluminum foil blister. 1, 2 or 3 blisters
and a patient information leaflet in a carton
pack. /Ilo 7 unu 10 tabnerox B Gnuctep U3
(TTA/AJITIBX) ¢onbru / anioMHHKEBOM
donmern. Ilo 1, 2 wnu 3 Oaucrepa ¢
MHCTPYKUWEH NO NMPUMEHEHMIO B MauKy
KapTOHHYIO.

| According to ND /B cOOTBETCTBHY ¢ HIT

| At temperature below 25 °C. / Tlpu TemIneparype He Bbitue 25 °C.

Shelf life / Cpok rognocrn

2 ycars / 2 rojia

Remarks : The Product confirms to ND/

Ilpumeuanne: [Iponykr cooTBeTcTBYET TpeGoBanusm HJT

Conclusion : APPROVED /
3axmiouenue: OJJOBPEHO

2

Prepared by / nLJJ%FOTOBﬂei-IUI H;zZ/

Checked by / ITposepeHo:

()~

Approved by: Manager/ Onobpeno: Menemxkep

2 atofo Ron-T

Date / Jlara:

Date /'L-[aTa: D3-06~2022

Date / JlaTa:

2 Y 02020




