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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJTIMU3A

Product : Allerway film-coated tablets 5 mg
IlponykT: Annepsaii TabneTku, NOKpLITHIE MIEHOYHOH 006010uKOM, 5 MT

Batch No/ : C2300283 Batch Quantity / 1040300 tab /
Cepns Ne O6veM cepun 1040300 Tab
Analytical Report No / : 890001640992 Date of Analysis / : 21/01/2023
AHanutudeckuit otuert Neo JlaTa ananusza

Date of Manufacture / :.12/2022 Date of Expiry / 11/2025
IlaTa npouzBoacTea I"oneH no

Analysis performed.according ND: /. Ananuz-nposenen no HJI: JIT1-004008-200820 (amend Ne 1 from 20.01.2022/ - .

u3M. Ne 1 o1 20.01.2022)

Page 1 ofd4/Crp. 1 n3 4

Ne . Test/ IToxazaresnb Result / PeayabTaThl Specification / Hopma

1 | Description / Onmucanne Oval, biconvex, white film-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" debossed on the other side. White | 5" debossed on the other side. White to off-
core on a cross section. / OBanbHble white core on a cross section. / OBaJibHbie
JIBOSIKOBBLINMYKJIblE TAONETKH, JBOSKOBbINYK/Ible  TabJETKH, MOKPBITbIE
NOKPBITLIE NIEHOUHOK 000N0UKOI TMJIEHOYHOH 060J04KOi 6EeNoro Win TNMouTH
Henoro useTa, ¢ OAHON CTOPOHbI Henoro 11BeTa, C ONHOM CTOPOHBI IIajikKe, Ha
riaakue, Ha Apyroi cTopoHe Apyroii ctopoHe rpaBHpoBka «R 5». Ha
rpaBHpoBka «R 5». Ha nonepeunom | monepeuyHoM pazpese sapo OT 6ejioro ao
pa3pese aapo Henoro ugeTa. noutu 6enoro uBera.

2 | Identification. Complies as prescribed / The retention time of the main peak in the
Levocetirizine/ CooTtBeTcTBYeT TpebOBaHHSAM chromatogram of test solution should comply
IopnuHHOCTD. with the retention time of the main peak in the
JleBOUETHPM3HH chromatogram of _ levocetirizine

dihydrochloride reference standard solution
(section "Assay"). / Bpems ynepxusaHus
OCHOBHOTO TMka Ha  Xpomarorpamme
MCTLITYEMOrO pacTBopa JOJKHO
COOTBETCTBOBATbL BpPEMEHU YACPKHBaHHS
OCHOBHOrO NMUKa Ha  XpomaTorpamme
pacTeopa CTaHapTHOro obpasua
JleBOLleTUpH3UHA AWTHApOXJopuaa (pasaen
«KonnuecTBeHHOE onpeaeneHuey).

3 | Average weight / 132.79 m"/ 132.79 mr 133.25 mg+4 % (127.92 to 138.58 mg) /
Cpennsia macca 133,25 mr £ 4 % (o1 127,92 no 138,58 mr)

Remarks : The Product confirms to ND/
Npumeuanne: [poaykt cooTBeTCTBYET TpedoBanuam HJI

N -

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by / ,{i’.ﬁ’() AL hecked by / Approved by: Manager/Executive /
[ToarotosneHo: = [MpoBepg, On06peno: Meuekep / PykosoanTenn
f f P7TYA
— Peaold) Ro~t feourty’
Date / ~Of - 232 Date / Date / 26022
Jara: % 20 Hata: 2U~0l~2p23 Jata: 2}{*0 [—




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

[TponykT: Annep3ii TabaeTkH, NOKPbITbIE NIEHOYHON 000NOUKO, 5 MT

Batch No / : C2300283 Batch Quantity / : 1040300 tab /
Cepus Ne Ob6vem cepun 1040300 tab
Analytical Report No / 1890001640992 Date of Analysis / : 21/01/2023
AHanutuueckuit otuet Ne JlaTa aHanuza

. Date of Manufacture / :-12/2022 Date.of Expiry / : 11/2025

Hara npounsBoacTsa

T'onen no

-|-Analysis performed according ND: / Ananus nposeaen no-HJ: JII1-004008-200820 (amend Ne 1 from 20.01.2022 /

u3mM. Ne 1 o1 20.01.2022)
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4 | Disintegration /
Pacnapgaemocts

07 min / 07 MuH

Not more than 15 min/
He 6onee 15 mun

5 | Dissolution / PacrBopenne

Not less than 80 % (Q) of label claim of

C,1H25CIN,O5-2HCI (levocetirizine
dihydrochloride) in 20 min. / He menee 80 %

(Q) OT HOMHHANBLHOTO  COAEPIKAHHS

C21H25CIN,O3-2HCI (neBoUeTHpH3MHA
Jauruapoxiopun) yepes 20 MuH.

Unit-1/ Tabn.-1 96%
Unit-2 / Tabn.-2 95%
Unit-3 / Ta6n.-3 97%
Unit-4 / Ta6n.-4 99%
Unit-5 / Tabn.-5 96%
Unit-6 / Ta6n.-6 97%

6 | Related Substances / IlocToponHue npumecH

Impurity A / Tlpumecs A

Impurity B / Ipumecs B

Impurity C/ Ipumecs C

Impurity D/ [lpumecs D

Impurity E / [1lpumecs E

Impurity F / Ilpumecs F

Impurity RCT-3 / T[lpumecs
RCT-3

Not detected / He o6Hapyxena
0.02% /0,02%

Not detected / He oOHapykeHa

Not detected / He oBHapyskeHa

0.03% /0.03%

Not detected / ne obHapyxeHa
0.07% /0.07%

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 0.4 % / 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/

Ilpumeuanne: [poaykT cooTBeTcTBYET TpedosaHusaM HJI

Conclusion : APPROVED /
3akaouenune: OJJOBPEHO

Prepared by /
INMonrortosaeHo:

[ Checked by /
[Tposepeyo* 1)

—~

___/ _if e

Approved by: Manager/Executive /
OnpGpeno: MeHeukep / PygpBouiTe:s
e_p)koLoS y JL@_OM

Date /
Jara:

Date /
Harta:

Poe~o0l ~2023

Date /
‘)_,LQ-O l =0 L}

HaTa:




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHUOHMKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
ITponyKT: Annepsaii TabNeTky, NOKPLITbIE NEHOUHOI 060/104KOH, 5 MT

Batch No/ : €2300283 Batch Quantity / 1040300 tab /
Cepuist Ne O6bem cepuu 1040300 T26
Analytical Report No / : 890001640992 Date of Analysis / 1 21/01/2023
AHanuTHyeckuii otyeT No JlaTa ananusa

Date of Manufacture / :.12/2022 .. .| Date of Expiry / 11/2025
Mata mpou3BoACTBa Tonen no

-| Analysis performed.according ND:./ Ananns-npesenen no-HJI: JIT1-004008-200820 (amend Ne 1 from 20.01.2022 / .
n3M. Ne | ot 20.01.2022)

Page 3 of 4/ Crp.3 u3 4

Any individual unidentified
impurity / Jliobas enuHHYHas
HenaeHTH(PUUKHpOBaHHas
NpHMeECh

BDL / pernctpaunu

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

Total impurities /
Cymma npumecei

0.1%/0,1%

Not more than 1.5 % / He 6onee 1,5 %

OaHOpOAHOCTD 103HPOBAHNS

7 | Chiral purity / Xupanbnas Less than LOQ (LOQ: 0.0425%) S-isomer - not more than 1.5 %

YHCTOTA Huxe npenena KoNM4eCTBEHHOT O S-uzomep - He Gonee 1,5 %
onpeaenerus (ITKO : 0,0425%)
8 | Loss on drying / Tloteps B 1.9%/1,9% Not more than 6.0 % / He 6oxee 6,0 %

Macce IpU BLICYIIHBAHUH

9 | Microbial enumeration tests* / Muxpo6uoJjiornueckast uncroTa®
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
Count / Obiuee yucno Menee 10KOE/r He 6onee 1000 KOE/r
a3pOOHbBIX MUKPOOPTaHH3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 100 CFU/g/
moulds count / Obuiee uucno Menee 10 KOE/r He donee 100 KOE/r
JPOKKEBBIX W MJIECHEBBIX
rpnoos
¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /

OrcyrcTByeTB | T OtcyTtctBHE B I T
10 | Uniformity of dosage units / 1.3/1,3 The acceptance value (AV) should be less

than or equal to 15.0/ ITpremoyHoe 3HaueHue
(AV) 10o1kH0 ObITL He Oonee 15,0.

Remarks : The Product confirms to ND/
IMpumeuanne: [1poyKkT cOOTBETCTBYET TpG6OB21HH$lM HI

Conclusion : APPROVED /
3akniouenne: OJOBPEHO

Prepared by / ,:)ﬂ,ChecI\ed by / Approved by: Manager/Executive /
IMoaroToBneHo: 2 I'lpolscpcnm/jﬁ OJuupum :\jg viep / Pykogozirens
s s / ) PRI ac(ct Rg‘ﬂ/\..l - ‘e CﬂJA—AL/{
Date / o] Date / Date /
0] Q023 —O|— 202
JlaTa: 24 Jlara: 000 ~01~ 2023 Jara: 2 | X
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

IponyxT: Annepsaii TabneTku, HOKPbITbIE NJEHOYHOI 000N0YKOM, 5 MT

Batch No / : C2300283 Batch Quantity / : 1040300 tab /
Cepus Ne Obbem cepnn 1040300 tab
Analytical Report No / : 890001640992 Date of Analysis / : 21/01/2023
AHanuThyeckuii otueT No Jata aHanusza

Date of Manufacture / :.12/2022 Date.of Expiry / : 112025

JaTa npousBoacTBa

["open no

-|-Analysis.performed-according ND: / Ananan3 nposeaen no H: JII1-004008-200820 (amend Ne 1 from 20.01.2022 /

n3m. Ne 1 ot 20.01.2022)
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11 | Assay / KonnuecTBenHoe 4.94 mg/ 4,94 mr 4.75 mg to 5.25 mg of C1H2sCIN,03-2HCI
onpeJeneHne ' (levocetirizine dihydrochloride) per tablet. /
Or 4,75 MI" 10 5,25 Mr CyH25CIN,O5-2HCI
(neBoUETUPU3MHA  AWTHAPOXJIOPHI) B
TabneTke.

12 | Packaging / YnakoBka 10 tablets in  (PA/AIV/PVC) |7 or 10 tablets in (PA/AI/PVC)
foil/aluminum foil blister. 3 blister | foil/aluminum foil blister. 1, 2 or 3 blisters
and a patient information leaflet in a | and a patient information leaflet in a carton
carton pack. / Tlo 10 tabnetok B | pack./Tlo 7 unu 10 Tabnetox B Gnuctep u3
omicrep uz (INA/AJI/TIBX) donsru / | (TTA/AJI/TIBX) donern / amomuHuesoit
aniOMHUHHEBOH (honbru. [lo | donern. Ilo 1, 2 unn 3 6Gaucrtepa c
3 6nucTepy ¢ MHCTpykuueH 1o | MHCTpYKUHeH 10 TNPUMEHEHHIO B Nauky
NPUMEHEHHIO B NAUKy KAPTOHHYIO. KapTOHHY1O.

13 | Labeling / MapkupoBka According to ND / B coorseTcTuu ¢ HJI

14 | Storage conditions / At temperaturé below 25 °C. / I1pu Temnepatype He Bbiwe 25 °C.

| XpaHeHnne _ _ _
15 | Shelf life / Cpox roanoctn 3 years /3 rona

* It is carried out by the manufacturer at release periodically (with an interval of one test for 10 series or at
least 1 time per year). The indicator may not be included in the firm's certificate of analysis. / * I1pu BbInycke
JICKAPCTBEHHOT 0 NMPENapaTa KOHTPOJIb Ka4eCTBa M0 Noxa3aTel10 NPoOBOANTCS ¢ MHTEPBAJIOM OHO
nenbiTaHue Ha 10 cepnil, 1111 0ANH Pa3 B Fo/, B 33BICHMOCTH OT TOr0, YTO HACTYNHT PaHbLue.

Remarks : The Product confirms to ND/

Ilpumeuanne: [lpoaykT cootTseTcTBYeT TpeGoBanisam HJI

\

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / 5 QJ&hecked by / Approved by: Manager/Executive /
[NoaroToBsneHo: O/{//ﬂ [posepend: /™ r /9 Ozoopero: Menekep / Pykosoantens
& ) — ‘i?.e_dﬁcﬁar\-) Fa U,LQCM
Date / Date / Date /
~01 ~902.3 -
Jara: 24 20 Jata:  2¢4 ~0(~202% | Jara: LYo 2022




