Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS

Product : Allerway film-coated tablets 5 mg

CEPTUDHKAT AHAJIM3A

[MponykT: Annepsaii TabneTKy, MOKPBIThIE MIEHOYHON 060I0UKOH, 5 MI

Batch No / : C2112243 Batch Quantity / : 1040300 tab /

| Cepus Ne - O6neM cepin 1040300 Tab
Analytical Report No / : 890001550414 Date of Analysis / : 18/10/2021
Ananntiaecknii oruer No Jlara ananuza .
Date of Manufacture / : 09/2021 Date of Expiry / : 08/2023
Jlata npou3BOACTBa T'open no

Analysis performed accord_ing ND: / Anaans npoeenen no HJI: JITT-004008-200820

Page1of4/Crp. 1 n3 4

Ne Test / Iloka3zaTeyb

Result/ PesynbTaThl

Specification / Hopma

1 DescriptTor_l / Onucanue

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. / OBasnbHble
JIBOSIKOBBITYKJIble TabNeTKH,
NOKPBIThIE NIEHOYHOH 060104KOH
OeJoro 11BeTa, ¢ OXHOW CTOPOHBI
rJ1aJKKe, Ha Ipyroii cTopoHe
rpasupoBka «R 5». Ha nonepeunom
paspese sapo 6ea0ro 1BeTa.

2 | Identification.
Levocetirizine/
IMoanuHHOCTD.
JleBoueTupn3un

3 | Average weight /
Cpeanss macca

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. / OBalbHbIE
JBOSIKOBBIMYK/IbIe TabJIETKH, TMOKPBITHIE
nJeHouyHoi obosoukoit 6eoro UiIKM NO4YTH
©eIoro UBETA, ¢ 0JIHOW CTOPOHBI IIaAKHE,
Ha Apyro# cropoHe rpasupoBka «R 5». Ha
TIoTepetHOM pazpese sApo oT Genoro 1o
nMouTH Oenoro UBeTAa.

Complies as prescribed /

CoortBercTByeT TpeOOBaHHAM

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 ynepxuBanus
OCHOBHOTO NUKa Ha XpomaTtorpamme
HCILITYEMOTO pacTBopa JIOJKHO
COOTBETCTBOBATHL BPEMEHW YIEPXKHBAHMS
OCHOBHOrO Muka Ha XpomaTorpamme
pacTeopa CTaHAapTHOTO obpasua
JIEBOUETHPH3MHA ANTUAPOXTIOpKAa (pa3aen
«KonuuecTBEeHHOE ONpeaeaeHHEY).

133.20 mg /133,20 mr

| 4 | Disintegration /
Pacnapaemocthb

11 min/11 Mun

113325 mg+4 % (127.92 10 138.58 mg) /
133.25 Mr £+ 4 % (o1 127,92 no 138,58 mr)

Not more than 15 min/
He Gonee 15 mun

Remarks : The Product confirms to ND/

)

[Mpumeuanue: Ilpoaykrt coorBercTByeT TpeboBaHnam HJI

PrepareTby_/ Mony

BICHO: ~CF5
2

Checked by / TlposepeHo:

Date / Jlata:

19+ (0-227%H)

Date /'ll_z.nT_a': 9 ~10 ~202f

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Approved by: Manager/ Ono6peno: Menemkep

Date / Jlara: 2 0~lo~-201
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[Woduct : Allerway film-coated tablets 5 mg
[TponykT: AnnepBaii TabneTkn, NOKPLITHIC NAeHOUYHOK 000N04KOH, 5 MT

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

5

Batch No / 0 C2112243 ‘Batch Quantity / : 1040300 tab /
Cepust Ne - O6vem cepuu 1040300 Tab
Analytical Report No / : 890001550414 Date of Analysis / : 18/10/2021
AHanuTtuyeckuii oruer Ne Hara aHanuza -
Date of Manufacture / 1 09/2021 Date of Expiry / . 08/2023

| Jata mpou3BoaCcTBa TozeH no -

Analysis performed according ND: / Anaaus nposeaen no HJI: JIT-004008-200820

Page2 of4/Ctp. 2 n3 4

Dissolution / PacTsopenne

Unit-1/Tab6n.-1 96%
Unit-2 / Ta61.-2 98% |
Unit-3 / Tabn.-3 92%
Unit-4 / Ta6.-4 97% |
Unit-5 / Ta61.-5 92%

- Unit-6 / Tabn.-6 100%

Not less than 80 % (Q) of label claim of
C21H25sCIN2O3-2HCI (levocetirizine
dihydrochloride) in 20 min. / He meHee
80 % (Q) or HOMUHANBHOIO COAECPXKAHHUS
C,1H»5sCIN,O3-2HCI (neBoueTHpu3nHa
auruapoxnopun) yepes 20 Mun.

Related Substances / IToctoponnne np_nmecu

Impurity A / Ilpumecs A

| Impurity B / HpP]I:/IGCb B

Not detected / He oOHapy)keHa

0.01%/0,01%

Impurity C / Ilpumecs C

Impurity D / TTpumecs D

Impurity F / Tlpumeck E

Impurity RCT-3 / [pumech
RCT-3

Impurity F / Tpumecs F '

Not detected / He oOHapyxeHa

Less than LOQ (LOQ: 0.004%)Hnxe
fipejiesia KoJWUeCTBEHHOTO
onpeaenenus (ITKO : 0,004%)

Less than LOQ (LOQ: 0.023%)Hwuxe
fipeaesa KonnyecTBEHHOTO
onpenenenus (KO : 0,023%)

Not detected / He oOHapykeHa

0.12% /0.12%

Not more than 0.4 % / He 6os1ee 0,4 %

Not more than 0.4 % / He 6oee 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 %

Remarks : The Product confirms to NI/
TMpumeuanne: [lpoaykt cooreTcTRYET Tpedosatnsam HJl

Prepared by / [Tojr

TOBICHO,

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Checked by / TTposepetio:

o ﬁ

Approved by: Manager/ Onodpeno: Menekep

Date / JlaTa:

.;/;’
1Q~t O~ E )t

Date7 laTa: [q Y,

Date / [lata:

20-10-202)
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CERTIFICATE OF ANALYSIS

Product : Allerway film-coated tablets 5 mg

CEPTUOUKAT AHAJIU3A

[1ponyKt: Annepsoli TabaeTkH, MOKPHITbIC MIIEHOUHONH 060MOUKOH, S MI

Batch No / 0 C2112243 Batch Quantity / : 1040300 tab/
Cepus Ne O0BeM cepiu 1040300 tab
Analytical Report No / : 890001550414 Date of Analysis / : 18/10/2021

| AHaJIMTHYECKUI oTueT Ne Jlara ananusa
Date of Manufacture / : 0972021 Date of Expiry / : 08/2023
MHata npoussoactea T"onen no

Analysis performed according ND: / Ananns nposeaen no HJI: JITT-004008-200820
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Any individual unidentified |.
impurity / Jlio6as eaunuunHas
HeHAEHTHDHLMpOBAHHAS
npuMech

Total impurities /
Cymma npumeceii

~

Chiral purity / XupanbHasn
yHueToTA

BDL / perncrpaunn

0.1%/0,1%

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

Not detected / He oGHapyxeHa

Not more than 1.5 % / He 60onee 1,5 %

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

8 | Loss on drying / Tloteps B
mMacce NpH BbICYUIHBAHUM

2.4%/2,4%

‘Not more than 6.0 % / He 6onee 6,0 %

9 | Microbial enumeration tests / Mukpo6uooruueckasi YucTora

a) Total Aerobic Microbial
Count / Obuiee vucno
adpOOHbBIX MUKPOOPIraHH3MOB

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

b) Total Combined Yeast and
moulds count / Obuee yucao
JIPONOKEBBIX M MECHEBbIX
rpudos

c) Escherichia Coli

10 | Uniformity of dosage units /
Oanoponnocts 1031poBaNst

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

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

Absent in | gram/
OrcyretByeT B 1 T

4.0/4,0

11 | Assay / KonnuecerBennoe
onpepenenie

| Shell be absent in 1 gram /

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

OrcyretBue B 1 1

4.93 mg/4,93 mr

The acceptance value (AV) should be less
than or equal to 15.0 / Tlpuemounoe
3Hauenne (AV) JI0/KHO ObITh He Oonee
15,0.

4.75 mg to 5.25 mg of C51H3:CIN,O5 2HC]
(levocetirizine dihydrochloride) per tablet. /
Ot 4,75 mr 10 5.25 mr Cy H3sCIN2 O3 2HCH
(NeBoUETHPH3MHA  JMIWAPOXJOPHA) B
Tadaerke.

Conclusion : APPROVED /
Jakmouenne: OJOBPEHO

Remarks : The Product contirms to ND/
IMpumeuanne: Tpoaykt coorserctyet Tpedosanmsm HJl

Prepared by / W
]
T

Date / dara: /q ,(0 ,_m

Checked by / I'Tposepeno:

Date / lara: (9 ~(0-202]

Approved by: Manager/ On00peno: Mereukep

Date / aTa; 2010~ LOL’




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Produ(FAllerway film-coated tablets 5 mg

IponykT: Annepsoil TabaeTKH, MOKPEITHIE NIEHOYHON 000JI0UKOH, 5 MI

Batch No / : C2112243 Batch Quantity / - 1040300 tab /

Cepna No o S | Obwem cepnn 1040300 Tab B
Analytical Report No / : 890001550414 Date of Analysis / : 18/10/2021 —
AHaluTH4YeCKuil oTyeT Ne Jara ananusa

Date of Manufacture / : 0972021 Date of Expiry / : 08/2023

JlaTa npoussosncTsa I'oneH no -

Analysis performed acco_r(iing ND: / Anann3 nposegen no HJ: JIT1-004008-200820 -
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12 P_ackaging/YnaKOBKa

10 tablets in (PA/AI/PVC)
foil/aluminum foil blister. 1 blister and
a patient information leaflet in a carton
pack. / ITo 10 Tabnerok B 6anctep u3
(TTA/AJI/TIBX) ¢dhonbru /
antoMuHucBoii gonbsru. Ilo 1 6auctepa
C MHCTpPYKUMEH MO NPHMEHCHHIO B
naJyKy 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. /Ilo 7 nnn 10 Tabnetok B 6nucrep us
(TTA/AJI/TIBX) doneru / amomuHHEROMN
doneru. Ilo 1, 2 nmm 3 Gnucrepa ¢
MHCTPYKIMEH TO NMPUMEHEHMI0 B Mauky
KapTOHHY!O.

13 Label}ng / MapkupoBKa

14 | Storage conditions /

XpaHeHue

According to ND / B cootserctBumn ¢ HJJ

‘At temperature below 25 °C. / TIpu Temneparype He Bhille 25 E@

15 | Shelf life / Cpok ronsocTn

2 years /2 ropa

Remarks : The Product confirms to ND/
M pumeuanne: INpoaykt coorseTcTBYET TpeboBannsam HJJ

Conclusion : APPROVED /

Jaxmouenne: OJJOBPEHO

Approved by: Manager/ OaobpeHo: MeHemkep

Pocard) Ropn Reattrdf

Prepared by / Moaroy BneW)Checkgd By ﬁlposepeHO:
43—

. Z
o=

Date / Jlara:

Date / JTata: 19 ~(0-202] Date / Jlara; D,O«—\Oo—wq//

O 1O -9024




