Dr.Reddy’s ":‘.

Product : Allerway film-coated tablets 5 mg

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIIMIA

[podyir: Anneppoii TabaeTKH, MOKPLITHIE MNEHOYHOH 00000, 5 MI

BatchNo / . 2206229 Batch Quantity / . 1040300tab/ |
CepHs Ne Obnbem cepin 1040300 a6

Analytical Report No / : 890001595945 Date of Analysis / : 22/06/2022 |
AHalrnueckuii oryer N - Jard aHainsa

DNate of Manufacture / : 05/2022 DNate of Expiry / 1 04/2024

Jlara nponsBojcTBa

Toxmen no

_Analysis performed according ND: / Anasins nposeaen no HJI: JI[1-004008-200820 )

No o

1 —Description / Onucanue

Test / Ilokazarenn

Page 1 of4/Crp. 1u3 4

Result / Pe3yabTaThl )

Oval, biconvex, white fiim-coated
tablets, plain on one side and with "R
5" debossed on the other side. White
core on a cross section. / OBaJibHble
JIBOSIKOBLITIYKJIbIE TAONETKH,
NOKPBIThIE NTNEHOUHOH 060104UKOH
6enoro 1BeTa, ¢ OTHOW CTOPOHBI
rilafkyue, Ha Jpyroil CTopoHe
rpaBupoBka «R 5». Ha nonepeunom
paspese s4po 6c1oro UBCTa.

2 | Identification.
Levocetirizine/
IopaMHHOCTD.
JleBoLeTHpH3HH

Specification / Hopma

'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. / OpanbHble
JBOSIKOBBINYKJIble TabNeTKH, TOKPHIThIE
njeHouyHol obonoukoi 6enoro uin noytH
6enoro 1Bera, ¢ 0JlHON CTOPOHLI rnajKue,
Ha Apyro# cropoHe rpaBuposka «R 5». Ha
HOTIEPEeYHOM pazpese aApo OT Oenoro 1o
MoyTH OCIIOTOo LIBCTA.

Complies as prescribed /
CootseTcTBYET TpeboBaHUAM

3 Average weight /
Cpennss macca

132.91 mg /132,91 mr

4 | Disintegration /
Pacnapaemoctn

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 ynepkupanus
OCHOBHOTO THKa Ha XpOMAaTrorpammc
UCTIBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATb BPEMEHHW YIEpPKHBaHMS
OCHOBHOTO NHWKa Ha XpoMaTtorpamme
pacrsopa CTaHMAPTHOLO 0bpasua
NIEBOLETHPHU3MHA AMTHAPOXJI0pHAa (pazaen
«KonnvectBeHHoe onpeneaeHue).

13325 mg+4 % (127.92 to 138.58 mg) /

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

07 min /07 mMun

Not more than 15 min/
He 6onee 15 mun

Remarks : The Product confirms to ND/
Ilpumeuanne: [1poaykr cooTBeTcTBYET Tpeborauusm H]I

Conclusion : APPROVED /
3axmwouenne: OJOBPEHO

Prepared by / HOAFOTOBW

Checked by / Ilposepeno:

PRSI

Approved by: Manager/ Ono6pero: MeHekep

Radpn Roi Restbuy

Date / JlaTa:

9 206-2-) 2

Date ’/_Zla;_a_:_--Q 3 :@6 o0

Date / laTa:

2 06 ~20202




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Product : Allerway film-coated tablets 5 l_ng_

CEPTHUD®UKAT AHAJIU3A

ITpoaykr: Annepsai TabNeTKH, NOKPHITBIE MIEHOYHOH 000JIOUKOIL. 5 MT

Batch No / : C2206229 Batch Quantity / : 1040300 tab / |
Cepus Ne O6bem cepii 1040300 Ta6

Analytical Report No / : 890001595945 Date of Analysis / : 22/06/2022

AHannuTtudeckuit otuet Ne - Jara anannza B
Date of Manufacture / : 05/2022 Date of Expiry / 0 04/2024

Jara npoussojacraa I'open no B

| Analysis performed ac_cordi_ng ND: / Anaaus npogejen 1o HJI: JIT1-004008-200820

Page 2 of 4/ Crp. 2 u3 4

Not less than 80 % (Q) of label claim of
C3H,5CIN,04-2HCI (levocetirizine
dihydrochloride) in 20 min. / He menee

80 % (Q) OT HOMHHANLHOIO CoAepKaHUS
C21H25CIN2O3-2HCI (neBoueTHpU3MHA
auruapoxiopun) vepes 20 muu.

5 | Dissolution / PacrBopenue Unit-1/Tabn.-1 98%
(Stage - 1) Unit-2 / Ta6n.2 99%
Unit-3 / Tabn.-3 94%
Unit-4 / Ta6bn.-4 93%
Unit-5 / Tabn.-5 82%
Unit-6 / Tabn.-6 95%
(Stage — 2) Unit-7 / Tabn.-7 100%
| Unit-8/ Tabn.-8 100%
Unit-9 / Ta61.-9 97%
Unit-10 / Ta6n.-10 100%
Unit-11 / Ta6s.-11 100%
Unit-12 / Tabn.-12 99%
7Average 96%
6 | Related Substances / ITocTopoHHue npumecn :
[ Impurity A / Tlpnmecs A Not detected / ne obHapyskena
lmptﬁity B/ Tlpumect, B Lol
Impurity C / [1pumecs C Not detected / He oGHapyxeHa

Impurity D / Tlpumecs D

Impurity E / Tlpumech E

|Less than LOQ (LOQ: 0.004%)Hwxe
npejena KoJW4ecTBEHHOrO
onpegenenus (IIKO : 0,004%)

0.02% /0,02%

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

Not morc than 0.4 % / He 6once 0,4 %

Not more than 0.4 % / l_-l(%onee_(),h %

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

' Not more than 0.4 % / He Gonee 0,4 %

Remarks : The Product confirms to ND/

Ipumeuanne: [IpoaykT coorBercTBYeT TpebGoBaHMsaM HJT

Conclusion : APPROVED /
3akmouenue; OJIOBPEHO

Prepared by / TTojrorosiieHo:
=2

Checked by / Tposepeno:

g

(D~

o ——

Approved by: Manager/ Oobpeno: Menearep

Rratate) Rogmi flesctiey

Date / JlaTa:

Date /-_)I—a:a_:“QB
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Date / Jlara:
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Dr.Reddy’s Q¢
CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHANIM3A

Product : Allerway film-coated tablets 5 mg
[Tpoaykr: Annepsnii Tabnerk, NOKPLITLIE NNEHOYHONW 060A04KOH, 5 MI

Batch No / : 2206229 Batch Quantity / : 1040300 tab / a
Cepun Ne o O6bem cepun 1040300 a6

Analytical Report No / : 890001595945 Date of Analysis / . 22/06/2022

AHanuTnueckui otyeT No JlaTta ananvza

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

JlaTa npousBoacTBa I'onen no

Analysis performed according ND: / Auann3s nposesen no HJL: JITT-004008-200820

Page3 of4/Crp. 3uz 4

Impurity F / [Tpumecs F Not detected / He oGHapyxeHa Not more than 0.4 % / He Gonee 0,4 %

Impurity RCT-3 / Tlpumecs 0.05% /0,05%

RCT-3

Not more than 0.30 % / He Gonee 0,30 %

Any individual unidentified | BDL / perucrpaimu
impurity / Jliobas eannuunas

Not more than 0.2 % / He 6oxnee 0,2 %
HEeUAECHTU(PULMPOBAHHAS

npuMech
Total impurities / 0.1%/0,1% Not more than 1.5 % / He 6onee 1,5 %
CymMMa npumeceit

7 | Chiral purity / X_upi_m_buaﬂ Not detected / He oGHapyxeHa S-isomer - not more than 1.5 %
4YHCTOTA S-n3zomep - He 6onee 1,5 %

8 | Loss on drying / [loreps B 22%72.2% | Not more than 6.0 % / He Gonee 6,0 %

Macce MpH BbICYHIHBAHHH

9 | Microbial enumeration tests / Mukpo610/10rnuecKas aucToTAa

a) Total Aerobic Microbial | Less than IFCFU/g/ Not more than 1000 CFU/g /
Count / Ob1wee uuciio Menee 10KOE/T He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHM3MOB
—b) Total Combined Yeast and Less than 10 CFU/g / Not more than 100 CFU/g /
moulds count / O6inee uucno Menee 10 KOE/r He 6onee 100 KOE/r
JAPOOKEBBIX U TIJIECHEBbIX
rpuboB
c) Escherichia Coli Absentin | gram/ Shall be absent in 1 gram /
OrcyrerByeT B 1 T OtcyretBue B I 1
Remarks : The Product confirms to ND/ ) Conclusion : APPROVED /
ITpnmeuanne: Ilpoaykt coorseTcTBYeT TpeGoBanusam HJI 3axaiouenne: OJOBPEHO
Prepared by / HO%TIT()BJ'IeHOZ o Checked by / Ilposepeto; Approved by: Manager/ Ono6peno: Menenxep
~ )
== 9> Protelod Rom 2 e cahiay”
Date / JlaTa: 86 ~ Date / J]ata: L N Date / Jara:
2306~20)72 Hata: QB ~0F -nopy A 2 06 ~ 2022




Dr.Reddy’s ":‘.

Product : Allerwzg/ film-coated tablets 5 1_ng

CERTIFICATE OF ANALYSIS
CEPTHMOUKAT AHAJIM3A

[Tpoaykt: Annepeaii TabneTKil, NOKPLITLIE MIEHOYHOH 000A0YKOIi, 5 MT

BatchNo/ . C2206229 Batch Quantity / : 1040300 tab / —
Cepus Ne - O6bem cepun 1040300 126

Analytical Report No / : 890001595945 Date of Analysis / : 22/06/2022

AHanuTHuecKui oTueT No | Mara ananusa

Date of Manufacture / : 0572022 Date of Expiry / : 04/2024

JlaTta npoussoncTea T'ogen no -

Analysis perforlﬂed_accordﬁlg ND: / Anannz nposeaen no HJI: JIT1-004008-200820

Page 4 of 4/ Ctp. 4 u3 4

10 'Uni%rmity of dosage units / 2.8/2,_8 R The acceptance value (AV) should be less |
OfHOpPOAHOCTD J103UPOBAHUSI than or equal to 15.0 / Tlpuemounoe
3HaueHue (AV) JMOMKHO OLITL He Oosee
15,0.
11 | Assay / KonnuecrBennoe 4.98 mg/ 4,98 mr 4.75 mg to 5.25 mg of C21H»5CIN,03-2HCI
ompejesenne (levocetirizine dihydrochloride) per tablet. /
Ot 4,75 mr po 5,25 mr C21HpsCIN,O5- 2HCI
(neBOLETUPU3NHA  AWTHAPOXJIOpHA) B
TabneTke.
12 | Packaging / YnakoBka 10 tablets in (PA/AI/PVC) |7 or 10 tablets in (PA/AI/PVC)|
foil/aluminum foil blister. 3 blisters and | foil/aluminum foil blister. 1, 2 or 3 blisters
a patient information leaflet in a carton | and a patient information leaflet in a carton
pack. / Ilo 10 Tabnetox B 6muctep u3 | pack./ITo 7 wmm 10 Tabnetok B Gaucrep U3
(ITA/AJI/TIBX) thoneru /| (TTA/AJI/TIBX) donsrn / anoMuHHEBO#
amomynueso donbry. ITo 3 6auctepa | ponern. Ilo 1, 2 unm 3 Onucrepa ¢
C MHCTPYKUMEH 110 NPUMEHEHUIO B | MHCTPYKIMEN MO TpPUMEHEHHIO B nauky
nayky KapTOHHYIO. KapTOHHYIO.
13 | Labeling / Mapkuposxa According to ND / B coorercteuu ¢ HJI
14 | Storage conditions / At temperature below 25 °C. / Tlpu Temnepatype He Bbilte 25 °C.
XpaHenue
15 | Shelf life / Cpox roanoctn 2 years /2 rona )

Remarks : The Product confirms to ND/
IIpumeuanne: [poaykr cooTBeTcTBYET TpeGosaHusm HJJ

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by / Tloarotosneto:

2

Checked by / IposepeHo:

Approved by: Manager/ OpoOpeno: Menepkep

!

Date / JlaTa:

Date / lata: ©.3 —4 2022 |

Date / JlaTa:
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