Dr.Reddy’s “:‘O

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg ]

Hpozykr: Adsepsaii TabieTk, MOKPbIThIC NJIEHOYHOH 0607I0UKOH, 5 Mr

Batch No / : C2206338 Batch Quantity / : 1040300 tab/

Ceprs Ne O6bem cepHu 1040300 Tab

" Analytical Report No / : 890001597934 Date of Analysis / : 25/06/2022 T

AHANUTUYECKNH oTHET Ne - Jlara ananusa

Date of Manufacture / : 05/2022 Date of Expiry / © 0472024

Jlara nponsBoacTRa ojien j1o

Analysis performed according ND: / Anaans nposenen no HJL: JIN-004008-200820 - __|

Page 1 of4/Crp. 1 u3 4
Ne Test / [lokazaTenb Result / PesyabTaTsl Specification / Hopma

1 Description / Onucanue Oval, biconvex, whitc filim-coated Oval, biconvex, white to off-white film-
tablets, plain on one side and with "R coated tablets, plain on one side and with "R
5" dehossed on the other side. White 5" debossed on the other side. White to off-
core on a cross section. / UBanbHble white core on a cross section. / OBanbHbie
JBOSIKOBBINYKIIbIE TAONETKH, JABOSKORKIMYKTHE  TAGNSIKY, TOKPRTHE
NOKPBITHIE TNEHOUHOH 000104KOH neHouHoi obonoukoil 6enoro K NoYTH
fenoro 11BeTa, C OJIHOH CTOPOHbI GeNoro 1BeTa, ¢ OAHOW CTOPOHB! rNajKue,
rJaJiIkie, Ha APYroi ctopone Ha Apyroli cropone rpasuposka «R 5». Ha
rpaBupoBka «R 5». Ha monepeunom NONEepeYHOM paspese sApo oT O6eroro Ao
paspese s71po 6enoro LBeTa. no4Th 6en0ro 1BeTa.

2 | Identification. Complies as prescribed / The retention time of the main peak in the
Levocetirizine/ CooTtBeTcTBYET TpeOOBaHUAM chromatogram of test solution should
TloamuuocCTD. comply with the retention time of the main
JleBOLIETHPU3HH peak in the chromatogram of levocetirizine

dihydrochloride reference standard solution
(section "Assay"). / Bpems ynepxxuBaHns
OCHOBHOrO MHKa Ha Xpomarorpamme
MCIILITYEMOTO pacTBopa JIOTDKHO
COOTBETCTBOBATL BpPEMEHM YAEPXKWBaHUS
OCHOBHOTO MHKa Ha XpoMaTorpaMme
pacTtBopa CTaHlapTHOTO obpasua
JIEBOLETHPHU3HHA U APOXIIOpKHAa (pa3zen
«KonnuecteeHHO® onpeaeneHuen).

3 | Average weight / 133.74 mg /133,74 mr 133.25 mg + 4 % (127.92 to 138.58 mg) /
Cpennsst macea 133,25 mr £ 4 % (ot 127,92 no 138,58 mr)

4 | Disintegration / 05 min/ 05 MuH Not more than 15 min /

PacnapaemocTsb He 6onee 15 mun

Remarks : The Product confirms to ND/

IMpumeuanne: [TpoayKT COOTBETCTBYET TpeGoBaHuam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Tlonrogz

BJICH I%:J.@C{/
i~

|, Checked by / Tlposepeno:

Approved by: Manager/ Onobpero: Menempxep

oD QoL fe iy

Date / JlaTa:

9 906~299’3_Qate / lata: Q= ~Of - 2002

Date / aTa:

2 62002




Dr.Reddy’s ":’.

[TpoaykT: Asepsdit TabneTKH, NOKPbLITLIE NJIEHOYHON 0007104KO#, 5 MT

CERTIFICATE OFF ANALYSIS

CEPTUDOUKAT AHAJIM3A

[ Product : Allerway film-coated tablets 5 mg

AH”anuTuuecknit otruer Neo

Batch No / . C2206338 Batch Quantity / . 1040300 tab/
Ccpus Ne O6wem cepun 1040300 Tab6 -
Analytical Report No / : 890001597934 Date of Analysis / . 25/06/2022

JlaTa ananu3a

' Date of Manufacture /
Jra 1pou3BoacTea

© 05/2022 Date of Expiry / 1 04/2024

T'oncH no

5 | Dissolution / PacTBopenne

Analysis performed according ND: / Ananu3 nposeaen no HJL: JIT1-004008-200820

Page2 of 4/ Crp. 2 3 4

6 | Related Substances / Iloctoponnne npumecu

‘Unit-1/Tabn.-1 98%

- Unit2/Tabn-2 | 98%

~ Unit-3/Tabn.-3 100%
Unit-4 / Tabn.-4 97%
Unit-5 / Tabn.-5 100%
~ Unit-6/ Tabn.-6 C101%

Not less than 80 % (Q) of label claim of
C21H25CIN,05-2HCI (levocetirizine
| dihydrochloride) in 20 min. / He wmenee
80 % (Q) OT HOMMHANLHOIO CcOACpPXaHU
| C21H»5CIN,05-2HCI (neBoueTHpu3nHa
JUTHAPOXTOPUA) Yepes 20 MuH,

Impurity A / Ilpumecs A | Not detected / He oBHapysxena
Impurity B / [pumecs B

0.02% /0,02%
Impurity C / [Tpumecs C )

Not detected / ne obHapyxena
Impurity D / Ilpumecs D i

0.004% /0,004%
Impurity E / Ilpumecs E

0.02% /0,02%

Impurity F / [Tlpnmecs F

Impurity RCT-3 / Tlpnmech
RCT-3

Not detected / ne obHapyikeHa

0.05% /0,05%

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

' Not more than 0.4 % / He Gonee 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 ND/
Ipumeuanne: [Ipoaykt cootBeTcTBYET TpebGoBanuam HJ{

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / ﬂ%

W

Checked by / ﬂpOBepeHo_:

( D~~_

Approved by: Manager/ Ono6peHo: Menenxep

R a0 Ronl Medtry

Date / [aTa: Q}M’Z@Q/L’Datéyﬂam:27"06 92022

Date / Jlara: 2 %,-Oé.\’)/o?,)/




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Allerway film-coated tablets S mg

[Mpoaykt: Annepsoii TabneTky, HOKPbITblE MIEHOYHOH 060104KOH, 5 MT

Batch No / : C2206338 Batch Quantity / : 1040300 tab / — |
Cepus Ne O6bem cepui 1040300 Ta6

Analytical Report No / : 890001597934 Date of Analysis / . 25/06/2022 —
AHanuTrHueckuit otueT Neo JlaTa aHanu3za -

Date of Manufacture / : 0572022 Date of Expiry / . 04/2024 o
JlaTa 1npoussocTEa Topen no

Analysis lﬂform_ed according ND: / Ananus nposeaen no HJI: JII1-004008-200820

Any individual unidentified |.
impurity / Jliobast camnuuHas
HeWACHTU(PULIMpOBaHHaS
npUMeCh

Page 3 of 4/ Crp. 3 uz 4

BDL / peructpauun

Not more than 0.2 % / I1le 6onee 0,2 %

Total impurities /
Cymma npumeceit

0.1%/0,1%

Not more than 1.5 % / He Gonee 1,5 %

7 | Chiral purity / Xup_an;}laﬂ
YHCTOTA

8 | Loss on drying / Iloteps B
macce npy BbICYIIMBaHHH

Not detected / He obHapyxena

S-isomer - not more than 1.5 %
S-uzomep - He 6onee 1,5 %

1.6%/1,6%

9 | Microbial enumeration tests / MukpoGnojiornieckasi 4McToTa

‘a) Total Aerobic Microbial
Count / Ob1uee yucno
a3pOOHBIX MUKPOOPraHM3MOB

b) Total Combined Yeast and
moulds count / Ob1uee yncno
JAPONOKEBBIX U [NIECHEBbIX
rpuboB

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

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

"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

¢) Escherichia Coli

10 | Uniformity of dosage units /

O}lHOpOIlHOCTl) NO3HPDOBAHMUSI

11 | Assay / KoanuecTBennoe
onpejesente

Absent in 1 gram/
OrcytctByer B 1 1

Shall be absent in | gram /
OrcytctBUE B I T

- 1.4/14

The acceptance value (AV) should be less
than or equal to 15.0 / Tlpuemounoe
3HauyeHue (AV) pomkHo ObITh He Gonee
15,0.

5.02 mg/5,02wmr

4.75 mg to 5.25 mg of C,1H25CIN,O3-2HCI
(levocetirizine dihydrochloride) per tablet. /
Ot 4,75 mr 1o 5,25 mr C21HasCIN,O5-2HCI
(neBoLETHPU3UHA  OUTHAPOXJIOPWA) B
Tabnetke.

Remarks : The_Product conﬂn;s to_ND/

Ipnumeuanne: Ilpoaykt coorsercTByeT Tpebosanusm HJI

N~

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / lNonrgxpsaeno: /@(",.Checked by / Ilposepeno:
/ 2 )
= L

Approved by: Manager/ Onobpeno: Menenxkep

Peﬂ(p(gi) M&QM

Date / laTa:

25-06-)=)2 ]

Dafte / Jlara: 0766 ~2022

Date / Jlara:

2 Q8 _o08-2022




Dr.Reddy’s “:'.

CER’ I“ll"l(“;\’l E OF ANALYSIS

| Product : Allerway film-coated tablets 5 mg
Tpoaykr: Aunepsait TabneTky, ﬂ(llx]‘rlﬂThlL nNeno4HoN 000NOUKON, 5 M

Batch No / : C2206338 Batch Quantity ty / 1040300 tab /
Cepns Ne Obmbem cepin 1040300 Tab
“Analytical Report No / : 890001597934 Date of Analysis / 1 25/06/2022
_AHaﬂHTHHeCKMﬁ oTtyeTt Ne JlaTa ananu3sa -
Date of Manufacture / : 05/2022 Date of Expiry / : 04/2024 -
Jara nponssoicTsa T"open oo -

Analysis performed according ND: / Arain3 nposeaes no HJI: JIT1-004008-200820

Pagc40f4/Crp. 4 m3 4

12 | Packaging / YnakoBka

T10

tablets in (PA/AI/PVC)
foil/aluminum foil blister. 1 blisters and
a patient information leaflet in a carton
pack. / TTo 10 Tabnetok B bancrep 13
(ITA/AJI/TIBX) donbru /
amoMmunueBoii gponbru. ITo 1 Gimcrepa
C MHCTpYKIMelW IO TNpPUMEHEHHIO B

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. /TTo 7 nnu 10 TabneTok B bnvcTep U3
(TTA/AJI/TIBX) ¢onpru / amoMUHHEBOH
¢onbru. Ilo 1, 2 wmm 3 Oancrepa ¢
MHCTpYKUMEHl N0 TPHMEHEHMIO B TauKy

nayky KapTOHHYIO.

KapTOHRYIO.

13 | Labeling / MapkupoBka

According to ND / B cootsetcTsuu ¢ HJI

14 | Storage conditions /

Xpanenue

At temperature below 25 °C. / Ilpst Temnepartype ne biwe 25 °C.

15 | Shelf life / Cpox roanocTn

2 years / 2 roga

Remarks : The Product confirms to ND/

Mpumeuanue: [Ipoaykr coorsercTyeT Tpebosaruam HJ

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by / ﬂ(ynlﬂ;&/ds

Checked by / IlposepeHo:

D

Approved by: Manager/ Onobpeno: Menexep

Date / JlaTa: 7/)'@6 9001

Date\/"[[aTa:27 -06 - 2090

Date / JlaTa: 2%’-06”2’0 22




