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Dr. Reddy S !-. CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[Tpopykr: Annepsii Tabnerin, lml(pblTbIe IJIEHOYHOM 060J10UKOH, 5 M

Batch No/ : C2200460 Batch Quantity / . 1040300 tab/ N

Cepusi Ne O6bem cepiu 1040300 Tab |
Analytical Report No / : 890001570175 Date of Analysis / : 30/01/2022 -
ARannTuueckni otyet No JlaTa aHanuza -
Date of Manufacture / ;1272021 DNate of Expiry / 1172023 o
Jllm TPON3BOACTBA ToneH no -

Analysis performed according ND:  ND: / Anaan3 nposeaen no HJI: JITI-004008-200820

Page 1 of 4/ Crp. 1 3 4

Ne Test/ IlokazaTennb

1 | Description / Onucaune

Result / PesynbraThl

Specification / Hopma

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
JBOSIKOBBINYKJIbIE Ta0JIETKH,
TOKPBITHIC 1H1IEHOHHUI VOVIOYKOH
6eNIoro UBeTd, ¢ OQHOK C1OPUHDI
riajzikve, Ha Apyroi cTopoHe
rpasupoBka «R 5». Ha nonepeunom
pazpese sapo 6enoro usetd.

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. / OBalibHble
JIBOAKOBbLINYK/Ible TabNeTKH, NOKpPbIThIE
HHEHOUYHOR 0B0I0YKOH OC/Ioro uan nouTH
Oenoro uBeTa, ¢ OAHON CTOPOHLI TNAAKHE,
Ha Apyroit ctopoHe rpasuposka «R 5». Ha
onepevHoM paspese siipo o1 Genoro no
noutn Genoro uBeTa.

2 | Identification.
Levocetirizine/
Ilog/IMHHOCTD.
JleBoueTupusun

Complies as prescribed /
CooTBeTCTBYET TpebOoBaHKAM

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 yaep)kuBaHWs
OCHOBHOIO NHka Ha Xpomarorpamme
HCNBLITYEMOTO pacTBopa JOJKHO
COOTBETCTBOBATL BPEMEHH YAEpKHBaHUA
OCHOBHOIO fMKa Ha Xpomarorpamme
pacTROpa CTaHAapTHOTO obpazua
JIEBOLETHPH3HHA MTHApOXaopuaa (pasaen
«KonuuectseHHoe onpejieneHuen).

3 | Average weight /
Cpennsist macca

13221 mg /132,21 mr

4 | Disintegration /
PacnagaemocTthb

8 min/ 8 mun

133.25mg+4 % (127.92 to 138.58 mg) /
133.25 Mr + 4 % (ot 127,92 no 138,58 mr)

Not more than 15 min/
He 6onee 15 min

Remarks

: The Product confirms to ND/
Ipumeuanne: [poaykt coorsetcTByeT TpeboBanusm HJ|

D M

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by / /ﬂ QQQV Checked by / Approved by: Manager
l'lourOTOBneHo:L_glsz// [TposepeHo: Om~}51m Maneumep = W
Date/ 21e]- Date / Date/

Jlara: 3 W Jara: Bl-ol-to22- Hara: G t-ol '_7/02;2/'




Dr-Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Allerway film-coated tablets 5 mg

[poy Xr: Adnepsoii TabNIETKH, NOKPLIThIC NIEHOYHOH 060104KOi, 5 MT

Batch No / : 02200460 Batch Quantity / : 1040300 tab/

Cepust ! Ne Obbem cepun 1040300 Tab B
Analytlca] Report No/ : 890001570175 Date of Analysis / : 30/01/2022 o
Ananpd TH4ECKuii oTyeT Ne | JlaTa ananuza - )

Date of Manufacture / : 12/2021 Date of Expiry / : 11/2023 -
Jlara r1pon3BOJCTBA Ionen o

/\mlysns performed accordm;, ND: / Anaans nposeaen no HI: JII1-004008-200820

P‘IEL 2 Ofﬂp__ n 4

5 [ Dissolution / PacrBopenne Unit-1/ Tabn.-1 99% Not less than 80 % (Q) of label claim of |
- = C,1Hy5CIN20O5-2HCI (levocetirizine
=) - 1]
=y aom:=2 1% | dinydrochloride) in 20 min. / He moree
Unit-3 / Ta6bn.-3 96% 80 % (Q) OT HOMMHANBHOTO coAepKaHUs
Unitcd / Tan.-4 96% C21H,5CIN,O3-2HCI (neBorneTHpU3MHa
JMrApOXIopKAa) Hepes 20 Min.
Unit-5/ Tabn.-5 89%
Unit-6 / Ta61.-6 96%
6 | Related Substances / Hocmponm_le npumMecH
1;1;1p1_1r1'_ty A/ Tpnumecs A Not detected / ne oGHapysxena | Not more than 0.4 % / He 6onee 0,4%
I I?npuritil B /Ilpumecs B Not more than 0.4 % / He 6onee 0,4 % |
0.01 % /0,01% |

it ity C/I1 C Not than 0.4 ¢ 6 9
Impurity pHUMech Not detected / e o6Hapyxkena ot more than 0.4 % / He 6onee 0,4 %
Impurity D / TIpumecs D Less than LOQ (LOQ: 0.004%)Hnxe | Not more than 0.4 % / He 6onee 0,4 % )

npenena KOJHYECTBEHHOIO
onpeaenenus (ITKO : 0,004%)
| Impurity E / Ipumecs E 0.02 % /0,02% Not more than 0.4 % / He 6onee 0,4 % |
_IrBBUHy_F / ﬁpuMer F ‘Not more than 0.4 % / He Gonee 0,4 %
Not detected / He obHapysxieHa _
Impurity RCT-3 / Ilpumech Not more than 0.30 % / He 6onee 0,30 %
RCT-3
0.12% /0,12%

' Any individual unidentified |
impurity / H}O(,Saﬂ N Not more than 0.2 % / He Gonee 0,2 %
HeuaenTHhULMPOBaHHAS
TIPUMECh BDL / peructpaunn

| Total impurities / 0.2% /0.2% - Not more than 1.5 % / He 6osee 1,5 %
Cymma npumeceh

"Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [poaykr COOTBeTCTByeT TpeboBaHusm HJJ 3axmouenune: OJJOBPEHO
7 S

Prepared by / p SO @ > | Checked by / Approved by: Manager

ﬂom‘OTOBﬂeHn I'poBepeHo: =7S Om Qpeno: Muumke

R érw« Kocelelq
Date / f ~ Date / Date/

Jlara: Sl W Jara: 2l-0l-to22 - Jlata; (2{—0)~/ZO'2/ —




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

-Pgda-c-ﬁ-'-/\lle;way film-coated tablets 5 mg

CEPTUOUKAT AHAJIU3A

illJJlY KT AnnepBan Ta6ﬂeTKl/l AOKPbLITBIC NJICHOYHOU OGOHO‘!KOH SwMr

Batch No/ : C2200460 Batch Quantity / : 1040300 tab /

| Cepust o O6bem cepun 1040300 Ta6 -
Analytical Report No / : 890001570175 Date of Analysis / : 30/01/2022
AHanA THYeCckuii oTyeT No Jata ananusa -
Date o f Manufacture / : 12/2021 Date of Expiry / : 1172023 -
Jlara r1POH3BOACTBA Fonen no -

Analysis performed accor ding ND: / Anaaus nposejien no II,D, JIT1-004008-200820

Page 3 of 4/ Crp. 3 u3 4

S-isomer - not more than 1.5 %
S-n3zomep - ve Gonee 1,5 %

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

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

Not more than 100 CFUE/
He 6onee 100 KOE/r

7 (_?—_hhiral purity / XunpanbHasi Not detected / He oOHapyxeHa
Y HCTOTA
8 | Losson drying / Tlorepsn B 2.6%/2,6%
MAacce IPH BbICYLIHBAHHH
9 | Microbial cnumeration tests /"Ralizpomﬂorn'lecmn 'IHCTOTA
?)_Toml Aerobic Microbial I.ess than 10 CFU/g /
Count / Obuuee uncno Menee 10KOE/r
anpoOHbLIX MUKPOOPTaHW3MOB
b) Total Combined Yeast and Less than 10 CFU/g /
moulds count / O61uee yucno Menee 10 KOE/r
JPOXCKEBBIX W NIECHEBbIX
rp1boB
_c)_Escherichia Coli Absentin 1 gram/
OtcyrcTByeT B 1 10
10 | Uniformity of dosage units /| 2.712,7
OAHOPOAHOCTD 03HPOBAHIS
11 | Assay / Konnuecrsennoe 4.93 mg/4,93 mr

Shell be absent in 1 gram /
OrcyrcrBue B 1 1

The acceptance value (AV) should be less
than or equal to 15.0 / Tlpuemounoe
3HaueHue (AV) nomxHo ObITb He Dojee
15,0.

onpeaeyenue

4.75 mg to 5.25 mg of C, 1 HysCIN,O3 2HCI
(levocetirizine dihydrochloride) per tablet. /
Ot 4,75 mr 110 5,25 mr CyHysCIN,O5-2HCI
(neBOUETUPH3HHAAUIH IPOXAOPHIL)B
Tabnerke.

Remarks_: The Prod_ucl conlirms E\JD/

Ipumeuanne: [Ipoaykt cootseTeTByeT Tpebosanmsam HJJ

Conclusion : APPROVED /
3axmiouenne: ONOBPEHO

Prepared by /
TToaAroTOBMNEHO:

e Checlxed by /

quf/ [posepeHo: %

Approved by: Manager
Onoppeno: | '\fluummp 2
Zototed Rt Neotuy

Date/
Hara:

8 1-c) ,MQ, Date /

Bj-o)ror2 -

Jara:

bae/ 21~ O\ ~2022—




Dr-Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

Product: Allerway film-coated tablets 5 mg
[1poay Kr: AnnepBaii TabneTky, NOKpHIThIE N1€HOUHOH 06010uKOH, 5 MI

Batch No/ : C2200460 Batch Quantity / © 1040300 tab/

Cepust Mo O6beM cepun 1040300 Ta6

AnalythaI Report No / : 890001570175 Date of Analysis / - 30/01/2022
AHanxThueckuii oTueT Ne JlaTa apanusa

Date of Manufacture / : 12/2021 Date of Expiry / : 11/2023 -
JlaTa r1pon3BOACTBA I'onen no

:\n‘ll\ sis performed according ND: / Ananus npopeien no 11J1: JITT- 004008-200820

7 or

Page 4 of 4/ Crp. 4 w3 4
tablets in (PA/AI/PVC)

foil/aluminum foil blister. 1, 2 or 3 blisters
and a patient information leaflet in a carton
pack. /ITo 7 unu 10 Tabnetok B 6ancrep n3
(TTA/AJI/TIBX) doneru / anroMuHueBOH
domern. Ilo 1, 2 mm 3 Gnucrepa ¢

10

MHCTPYKLMEH MO NMPUMEHEHHIO B Nauky
KapTOHHY!O.

12 Pa_c_k;lgag / YnakoBka 10 tablets in (PA/AI/PVC)

foil/aluminum foil blister. 3 blisters and
a patient information leaflet in a carton
pack. / TTo 10 Tabnetok B 6ancrep u3
(ITA/AJI/TIBX) honbrn /
amoMnHuesol ¢onsru. [o 3 Gaucrepa
C MHCTPYKUHeH To TpUMEHEHHIO B
NayKy KapTOHHY!IO.

13 L;ll;eling/ Mapkuposka | According to ND /B cootserctaun ¢ HJJ

14_-?t0rage conditions / At temperatureE:low 25 °C. / Ilpu TemnepaType He Bbiwie 25 °C.

Xpanenue
15 | Shelf mrouﬂocﬂl 2 years /2 rona

Remarks : The Product cc_)n_ﬂrms_to ND/

IIpumeuanne: Ilpoaykt cootBercTBYET TpeboBaHusm HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepaxgd by / GZ{,IJIA Checked by / Approved by: Manager

[onroTOBNEHO: W IMposepeHo: Ono u!mm [\ILIILH)KCS (LEM
Date / 1, Date / Date /

= 3101 -Lo22 Tara: SIO0L2- | gy Neol w2022




