Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

“Product Kll_erway film-coated tablets 5 mg

[1poaykr: AnnepBaii TabneTKy, NOKPLITbIE NJIEHOYHOH obonoukoii, S Mr

Batch No/ : C2200461 Batch Quantity / © 1040300tab/ |
Cepust N | OGbem cepun 1040300 Tab

Analytical Report No / : 890001570435 Date of Analysis / : 30/01/2022

AHan¥tnueckui oruer Ne | [ara aHanu3sa

Date of Manufacture / : 12/2021 Date of Expiry / : 112023

Jata 1ponsBojcTea Tonen o

Analysis performed according ND: / Anaaus nposenen no HJL: JITT-004008-200820

Page 1 ofd4/Crp.1 n34

Ne Test / Iloka3zaTeb

Result / PesyabtaThl

—y

Specification / Hopma

1 | Description / Onucanne Oval, biconvex, white film-coated
tablets, plain on one side and with "R coated tablets, plain on one side and with "R
5" debossed on the other side. White
core on a cross section. / ORankHAIE
JBOSIKOBBITTYKJIbIE TAOJIETKH,
HOKPLITLIE 1IEHOIHOM 00OIIOHKOH
0enoro 1BeTa, C OAAHOM CTOPOHBI
rnaaKue, Ha Apyroi cropoHe
rpaBupoBka «R 5». Ha nonepeunom
paspese siapo 6enoro uBeTa.

Oval, biconvex, white to off-white film-

5" dehassed on the other side. White to off-
white core an a cross section. / Oranuhnie
JBOSKOBLINYKJblE TaGAETKH, MOKpPbIThIE
nneHouyHoM 060a0uKoH 0eNoro WM nNoYTH
0eJoro 1BETA, ¢ OAHOW CTOPOHbLI TMIaAKHE,
Ha Apyroil ctopoHe rpaBupoBka «R 5». Ha
NOMNEpEUHOM paspe3e aapo oT Oesoro Jo
NnoyTH Oenoro LBeTa.

2 | Identification.
Levocetirizine/
ITognHuHHOCTD.
Jlepouerupnsnu

Complies as prescribed /
CooTBeTcTBYET TPEOOBAHUAM

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 ynepxusanus
OCHOBHOIO MWKa Ha XpoOMaTorpamme
HCIBITYEMOIO pacTBopa JOJDKHO
COOTBETCTBOBAThL BPEMEHK Y/EPKUBAHUS
OCHOBHOIO  TIMKA 10 XPOMUTO! puMme
pacTropa CTaHAaPTHOTO odpasua
NEBOLETHPHZMHA AUTHAPOXIOPUAA (pazen
«KonnuecTBeHnHoe onpeaeeHuen).

3 | Average weight /
Cpeansist macca

132.37 mg /132,37 mr

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

4 D_is_i;tégration /
Pacnapaemoctb

8 min/ 8 mun

Not more than 15 min/
He ©onee 15 MuH

0

Remarks : The Product confirms to ND/
IIpumeuanne: [1poaykT cooTBeTcTBYCT TpeboBanvam HJJ

Conclusion : APPROVED /
Zaxmouenne: OAOBPEHO

Prepared by / -~
ﬂoaromsneraoz_%—/

Checked by /

[TpoBepeno: of

Approved by: Manager

Omig“w ]\/I::l_lf‘:DKE? ) n /

b/ Zlef-2020

Jara:

Date /
Jisa: L)oot/ -

Dae ! R\ o).~ 2022
JlaTa:




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

“Product : Alle_rw;:ly film-coated tablets 5 mg
TTposyKr: Asiepsoii TabAeTKH, NOKPbITHIC MIEHOYHOIi 0601104KOH, 5 MT

Batch No/ : C2200461 Batch Quantity / : 1040300 tab /

Cepus Ne - Obbem cepun 1040300 Tab6

Analytical Report No / : 890001570435 Date of Analysis / : 30/01/2022 h
_AHaJ‘lHTW—IeCKHH otueT No | Hata ananusa

Date of Manufacture / 0 12/2021 Date of Expiry / © 1172023

JlaTa IpoH3BOACTDBA T'onen no B

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

Page 2 of 4/ Crp. 2 m3 4

Dissolution / PacTBopenue

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

C21H25CINQO3'2HC| (levocetirizine
dihydrochloride) in 20 min. / He wmenee

80 % (Q) OT HOMHUHAJILHOTO cojepXKaHusl
C11sCIN,O5-2HCI (ncBoLCTHMPU3KHA
JUTHAPOXTOpUA) uepe3 20 MUH.

Unit-1/Tabn.-1 97%
Unit-2 / Tabn.-2 94%

' Unit-3/Ta6n.-3 91%

"~ Unit4/Ta6n-4 |  96%
Unit-5 / Ta6.-5 96% |

~ Unit-6 / Tabn.-6 95%

Related Substances / [locTtoponnne npumecu

Impurity A / Tlpumecs A

Not detected / ne obHapyxeHa

Impurity B / Tlpumecs B

Impurity C / TIpumecs C

Impurity D / ITpumecs D

Impurity E / Ilpumecs E
Impurity F / Tpumecs F

10.01 % /0,01%

Not detected / He obnapy»keHa

Less than LOQ (LOQ: 0.004%)Huxe
npeaesa KoNMYeCTBEHHOro
onpenenenus (ITKO : 0,004%)

0.03 % /0,03%

Not detected / He oOHapyskeHa

Impurity RCT-3 / Ilpumech
RCT-3

0.13% /0,13%

| Any individual unidentified
impurity / Jliobas eguHuuHas
HEUAEHTHPULLHPOBAHHAS
nprmech

BDL / peructpaunn

Total impurities /
Cymma npumecei

0.2%/0.2%

| 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 6onee 0,4 %

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

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

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

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

Not more than 1.5 % / He 6osece 1,5 % '

Remarks : The Product confirms to ND/
Ipumeuanue: [poaykr coorsercTBYeT Tpedoparusm HJL

Conclusion : APPROVED /
Jakmouenne: OJJOBPEHO

Prepared by /

L 7
ﬂouromeneuué ,ﬁ/b’}’ap/

Checked by /

N

Approved by: Manager

 Date /
JaTa:

[Tposepeno: = O,wo(,mrm: [\"l\.‘llr.'_-‘l)KCE o [ r
~O )~ , Date / Date /
Blel-2o22. Jlata: —B1ol-to02,1~ Hara: 3 ol - ZO'),V




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

“Product : Allerway film-coated tablets 5 mg

CEPTHOUKAT AHAJIHIZA

MponykT: Annepsaii TabneTky, MOKPLITHIE NIEHOUHOH 060/104KO#, 5 MT

Batch No / . C2200461 Batch Quantity / - 1040300 tab /

Cepus Ne O6Bem cepin 1040300 Tad

“Analytical Report No / : 890001570435 Date of Analysis / 1 30/01/2022 =
Ananutuyecknii otuer Ne Jara ananusa

Date of Manufacture / : 12/2021 Date of Expiry / 1172023 |
Jlara nponssoacTBa [ojten fo - B

Analysis performed a?c{)rdiig_ND: / Ananns nposeien no HJL: JITT-004008-200820

Page30f4/Crp.3 34

7 | Chiral purity / Xupaabnas
YUCTOTA

8 | Loss on drying / lloTeps B
Macce IPH RhICYNTHBAHWH

Not detected / He o6Hapy>kena

S-isomer - not more than 1.5 %
S-uzomep - He Gonee 1,5 %

2.8%/2,8%

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

' 9 | Microbial cnumeration tests / I\/Imcpoﬁnonorﬁlleclcan MHCTOTA

a) Total Aerobic Microbial
Count / Ob1uee uncno
a3poBHBIX MUKPOOPTaHU3MOB

b) Total Combined Yeast and
moulds count / Ofuiee uncio
JIPOXOKEBBIX W MIIECHEBBIX
rpuboB

¢) Escherichia Coli

~ Absentin 1 gram/

Lcss than 10 CFU/g /
Menee 10KOE/T

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

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

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

OtrcytcTByeTB | 1

10 | Uniformity of dosage units /

OaHOPOAHOCTD 103N POBAHUS

11 | Assay / KoanuecTBennoe

onpeaejienue

Shell be absent in 1 gram /
OtcyTcTBHE B 1 T

2.5/2,5

The acceptance value (AV) should be less
than or equal to 15.0 / Ilpuemounoe
3HaueHue (AV) nomkHO ObIThb He Oonee
15,0.

4.95 mg /4,95 mr

4.75 mg to 5.25 mg of C21HysCIN,O5-2HCI
(levocetirizine dihydrochloride) per tablet. /
Ot 4,75 MTI" 10 5,25 MT C2|H25C1N203'2HC|
(J1IeBOLIETUPH3HHAAUTUAPOXNOPHL)B
Tabnerke.

Remarks : The Product confirms to ND/

[Ipumeuanne: MNpoaykT cooTseTcTBYET TpeboBaHMAM H]|
L]

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

e ]

Prepared by / | Checked by / Approved by: Manager
[TonrorosneHo: < [TpoBepeno: % l)_'mﬂ_'BcHo: Menennep o e
Date / Date / Date /
o} . — 22—
G ) @ ] 2022/ Jlara: Aol-LoLrsi— | Hara: (2 ' ~O ‘ 202




DrReddy’s €¢¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

[ Product: Allerway film-coated tablets 5 mg

| TIpouykr: Annepsaii TabneTky, HOKphIThIC TJICHOYHOU 000JI0UKOil, 5 MT

‘Batch No/ : C2200461 Batch Quantity / : 1040300 tab /
| Cepug Ne O6BbeM cepuH 1010300 Tab
Analytical Report No/ : 890001570435 Date of Analysis / : 30/01/2022
AHanHTH4ecKkhnii oTyeT Ne Hara ananuza

Date of Manufacture / 2 12/2021 Date of Expiry / . 11/2023
JlaTa 11pou3Bo/ACTBa ["onen o

| Analysis performed according ND: / Ananus nposegen no HJT: JITT1-004008-200820

Page 4 of 4/ Crp. 4 uz 4

12 | Packaging / YnaxoBska

10 tablets in (PA/AI/PVC)
foil/aluminum foil blister. 3 blisters and
a patient information leaflet in a carton
pack. / ITo 10 tabnetok B 6nuctep U3
(TTA/AJI/TIBX) doneru /
anroMuHKeBoi donbru. Ilo 3 G6nuctepa
C HMHCTpyKIMedl mo npUMEHEHHI B
Na4yKy KapTOHHYIO.

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. / Tlo 7 vnu 10 Tabnetox B Gnuctep u3
(ITA/AJITIBX) cdonbru / antoMUHHEBOM
dombru. Ilo 1, 2 wam 3 Gancrepa ¢
MHCTPYKUHEH MO NPUMEHEHUIO B MAauKy
KapTOHHYIO.

13 | Labeling / MapkupoBka

Accord lpé to ND / B cootBerctBun ¢ HJ|

14 St_orage conditions /
Xpanenue

At temperature below 25 °C. / Tlpu Temnepatype He Bblie 25 °C.

15 | Shelf life / Cpok roasocT!

12 years / 2 roza

Tlemarks : The Product confirms to ND/

INpumeuanue: [poaykr coorBercTByeT TpeboBanusm HJ

Conclusion : APPROVED /
3akaiouenune: OJOBPEHO

Prepared by /
[MoarotToBneHo:

)
, Checked by /
p [1poBepetio:

Approved by: Manager

Onobpeno; MeHL m\tpz m > !,{

Date/

Jata;

Be~-L2o7p.

Date /

Jlata: B-ol-rol—

Date /

ez &l-otpwu/
aTa.:




