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Dr.Reddy’s Qs
CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAIJTU3IA

Product : Allerway film-coated tablets 5 mg
Iponykr: Annepssii TabneTky, TOKPHITHIE IIEHOUHON 0HONOUKOH, 5 MT

Batch No / : C2200462 Batch Quantity / © 1040300 tab/

Cepua Ne o - O6pem cepu 1040300 1ab6 ]
Analytical Report No / : 890001571148 Duale of Analysis / 04/02/20272. -
AnanunTHYeckui oT4cT Ne JlaTa aHami3a - |
Date of Manufacture / . 12/2021 Date of Expiry / : 1172023

Jara npousBoAcTBa Tonen no -

-_Anﬁy_sis performed according ND: / Ananus nponejien no I1J1;: JITT 001008-200820 B

~ Pagelof4/Crp. 1 u34
Specification / Hopma

Ne | Test / loka3zaTesnb Result/ Pe3yJ_H:TaTbl

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. / QOBannHble
JBOSIKOBBIYKJIbIC TabJICTKH, MOKPBIThIE
nJaeHovyHol obosoukoil benoro UM Mo4YTH
0enoro 1BeTa, ¢ OJHOH CTOPOHHI rNaAKue,
Ha Apyroii cTopone rpaBupoBka «R 5». Ha
NonepeuHoM paspese sapo oT 6esoro a0
NOYTH 6e/0ro LBETA.

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. / OBallbHbIE
JBOSIKOBBITIYKJIble TabJeTKH,
HOKPBITHIE TJICHOYHON 0000UKOH
6eJoro 11BeTa, ¢ OJHOH CTOPOHSI
Tiajikue, Ha APYroi cTopoHe
rpaBupoBka «R 5». Ha nonepeuynom
paspese siapo Genoro nBeTa.

1 | Description / Onucanune

2 | Identification.
Levocetirizine/
IMoanunnoCTb.
JleBoueTupnsnn

3 Av_erage weight / N

Cpennsst macea
-

Complies as prescribed /

COOTBBTCTByeT Tpe60}3aH nsam

132.43 mg/ 132,43 mr

4 ‘I Disintegration /
Pacnanaemoctb

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
OCHOBHOrMO MHMKa Ha XpomarorpaMmme
HCIHBITYEMOIO pacTBopa JIOJIKHO
COOTBETCTBOBATL BPEMEHH YAEP)KUBAHMS
OCHOBHOTO TMKa Ha XpoMmarorpamme
pacTBOpa CTaHAapPTHOTO obpasua
NeBOLETUPU3UHA AUTNIPOXIOpHA (pazaen
«KonnyecTBeHHOE ONpeieNeHHeR).

13325 mg+4 % (127.92 to 138.58 mg) /
133,25 Mr+4 % (or 127,92 no 138,58 mr)

06 min /06 MuH

Not more than 15 min/
He 6onee 15 mun

. ﬁemarks : The Product confirms to ND/

Conclusion : APPROVED/

Ipumeuanne: TpoaykTt coorBeTcTBYET TpebosaHuam HJ| 3akmouenne: OJJOBPEHO

Checked by / llposepeto:

)6-02-L022—

Approved by: Manager/ Onobdpeno: Menenxep

Date / Jlata: 1 (o Jite) Q,,_’Z:&SQ-’J_—

Prepared by / oy 'nTl!IW
EV
}

| Date / Jlara: {O*C)?," W

Date / [lara:




v @
Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[poaykT: Annepssit TabNETKH, IOKPbITHIE MIEHOYHOW 000104KOM, 5 MT

Batch No / : C2200462 Batch Quantity / : 1040300 tab/

Cepusa Ne O6beM cepuu 1040300 Tab6 B
Analytical Report No / : 890001571148 Date of Analysis / : 04/02/2022
AnanuTnuecknii otuet Ne JlaTa ananusa

Date of Manufacture / 0 12/2021 Date ol Expiry / : 11/2023

Jlata npou3BOACTBA TCoaex 10

Analysis performed according ND: / Anaaus nposeaen no HJI: JII1-004008- 200820

Page2 of 4/ Crp. 2 u3 4

5 | Dissolution / PacTBopeHue Unit-1/Tabn.-1 98% Not less than 80 % (Q) of label claim of |
e ——————— Cy1H3sCIN,03-2HCI (levocetirizine
= . 0
- _Umt 2/ Ta6i=2 5 dihydrochloride) in 20 min. / He menee
Unit-3 / Tabn.-3 93% 80 % (Q) OT HOMMHAJIBLHOIO coaep)KaHUs
Unitd / Tabn4 92% { C21H25CIN,O5-2HCI (neBoueTnpuznHa
quruapoxnopua) yepes 20 Mum.
Unit-5/Tabn.-5 87%
Unit-6/ Tabn.-6 |  100% |
6 | Related Substances / IocTtoponnue npumecH B
Impurity A / ITpumecs A Not detected / ne 06Hapy;1<e1-1a Not more than 0.4 % / He 60.1ee 04%
Impurity B / IIpumecs B Not more than 0.4 % / He 6onee 0,4 %
0.01% /0,01%
Impurity C / Ilpumecs C Not detected / He obHapyxeHa Not more than 0.4 % / He 6onee 0,4 %
Impurity D / ITpumecs D Less than LOQ (LOQ: 0.004%)Huxe Not more than 0.4 % / He 6onee 0,4 %

npe/jesa KoJn4eCTBEHHOTO
onpeaenerns (ITKO : 0,004%)

Impurity E / [1pumecs E 0.02% /0,02% Not more than 0.4 % / He 6onee 0,4 %

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

Not detected / He obnapyseHa

Impurity RCT-3 / Ilpumecs | 0.12% /0,12% Not more than 0.30 % / He 6onee 0,30 %
RCT-3
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [lponykT cooTeTcTBYET Tpebopatuam HJ| 3akawuenune: OJOBPEHO

Prepared by / [o/yqr0BneHo: Checked by / TlposepeHo: Approved by: Manager/ Onobpeno: Menepxep
©
? s Rooold RomL Reothuoy

Date / Jlara: ,0_02 W Date / [lata: 53 Date / dara: ) 0D-O02 2021




DrReddy’s ":‘

CERTIFICATE OF ANALYSIS

Prodaéi:_Allerway film-coated tablets 5 mg

CEPTUOUKAT AHAJIU3A

IMpoayxkr: Anneprdii TabieTky, NOKPBITHIE EHOYHOH 00010YKOI, 5 M

Batch No / : 2200462 Batch Quantity / : 1040300tab/
Ceppa Ne Obbem cepun 1040300 126

Anal ytical Report No / : 890001571148 Date of Analysis / . 04/02/2022 |
Ananghryuecknii otuet Ne Mara ananuza -

Date of Manufacture / 1 12/2021 Date of Expiry / 1172023 ]
Jara NpouzRrojIcTRA T"onen 1o o

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

Page 3 of 4/ Crp. 3 n3 4

Any individual unidentified |.
MEMEa; [ RITCiOH Al AL BDL / peructpaiyu Not more than 0.2 % / He 6onee 0,2 %
HeuaeHTUULMpoBaHHas
rpumMech
_:F(Hiapurities / 0.2%/0,2% Not more than 1.5 % / He 6onee 1,5 %
Cymma npumeceit
7 | Chiral purity / Xupansuasn | Not detected / He oOHapyxeHa S-isomer - not more than 1.5 %
YHCTOTA S-uzomep - ne donee 1,5 %
8 | Loss on drying / Iloreps B 3.0%/3.0% Not more than 6.0 % / He Gonee 6,0 %
Macce IIPH BhICYIIHBAHHH
9 | Microbial enumeration tests / Muxpo61o/iornuecKkast UMcTOTA
_a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obuiee yucio Meunee 10KOE/r He 6onee 1000 KOE/r
a3poOHbIX MUKPOOPTaHHU3MOB
| b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 100 CFU/g / )}
moulds count / O61uee uucno Menee 10 KOE/r He 6onee 100 KOE/r
JPOXKIKEBBIX U MITECHEBbIX
rpudoB
' ¢) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OrcyrcrByeTB 1 1 OrcyrerBue B | 1
10 mﬁniformity of dosage units / 3.2/3,2 The acceptance value (AV) should be less
OnnopogHocTh 103MpOBaHNS than or equal to 150 / [llpuemounoe
3HayeHue (AV) nomkHo ObIThL He Oosee
15,0.
11 | A_ssay / KoanyectBennoe 4.95 mg /4,95 mr 4.75 mg to 5.25 mg of Ca1HasCIN>O3 2HC T
onpejejieHHe (levocetirizine dihydrochloride) per tablet. /
OT1 4,75 mr 00 5,25 mr C21HasCIN,O5- 2HC
(neBOUETHPH3UHA  AMTHAPOXNOPHA) B
Tabrnerke.

Remarks : The Product confirms to ND/
IIpumeuanne: lpoaykT cooTBeTcTBYET TpebopaHnsm HJI

Conclusion : APPROVED /
3axmoueniie: OJOBPEHO

Prepared by / TorarosneHo:

Vs

Checked by / I1posepeno:

S

Approved by: Manager/ Ono6peno: Menemeep

F2 oot) Ro2 fectbny

Date/ Jara: !0,02 fw Date / Jlara:

10-02-202.2—

Date / [larta: \O 02 1021




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

Ipoaykr: Annepsoi TabaeTku, MOKp

BITHIE [IJIEHOUHOH 0007104YKOH, 5 MI

Batch No /
Cepusi Neo

Analytical Report No /

Date of Manufacture /
Jlara Npon3BoacTBa -
Analysis performed according ND:

: C2200462 Batch Quantity / : 1040300 tab/ T
O6bem cepun 1040300 Tad
: 890001571148 Date of Analysis / : 04/02/2022 a
Anap¥ruueckiii otuet Ne Jlata ananusa - )
;1272021 Date of Expiry / 1172023
l'onen no

/ Ananus Hp_OBelle_H no HJT: JII1-004008-

12 P—zl_cl_(aging / YnakoBka

13 ia_beling / MapkupoBka

10 tablets in (PA/AI/PVC)
foil/aluminum foil blister. 1 blister and
a patient information leaflet in a carton
pack. / ITo 10 Tabnetok B 6aucrep w3
(TTA/AJI/TIBX) thousthTH /
AHOMHHHEBOM Poibru. TIo 1 Gumeiepa
C VHCTPYKLHEH TO TIpUMEHEHWIO B
MauKy KapTOHHYIO

[ 'chording to ND / B cootercramu ¢ HJ|

200820

- Page4 of 4/ Crp. 4 uz 4
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. /1o 7 nnu 10 Tabnetok B 6aucTep u3
(TTA/ATI/TIBX) donern / amomunivernit
ponsru. Tlo 1, 2w 3 Guucrepa ¢
VHCTPYKLUMEH 110 NPUMEHEHHWI0 B MaukKy
KapTOHHY!O.

14 | Storage conditions /

XpaHenne

At temperature below 25 °C. / Ilpu temnepaTtype He Bbllle 25 °C.

15 | Shelf life / Cpok roanoctn

2 y_ears /2 rona

Remarks : The Product confirms to ND/
IIpumeuanne: [Tpoaykr coorBeTcTBYeT TpebopaHusam HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /W

[ﬂe/_ﬂa'ra: !_O -OQ . W_

Checked by / Iposepeno:

-y

Approved by: Manager/ Oobpeto: MeHemwxkep

2ot RonT lecetiy

Date / [lara: 1600021 —

Date / JlaTa: lO.f-QQ._-——wll/




