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Product : Allerway film-coated tablets 5 mg
[Mpoaykr: Annepsait TabNETKH, MOKPbLITHIC MACHOUHON 000IOUKOH. 5 MI

CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIN3A

U3M. Nﬁ_l ot 20.01.2022)

Batch No / : C2301311 Batch Quantity / 1040300 tab /

Cepus Ne O6bem cepuu 1040300 Tab

Analytical Report No / : 890001646285 Date of Analysis / : 21/02/2023 S
AHanuThyeckuii otryeT Ne JlaTta aHanu3za

Date of Manufacture / : 01/2023 Date of Expiry / 12/2025 - -
JlaTa rnpousBojcTBa INoaen g0

Analysis performed according ND: / Anamu3s nposenen no HJI: JIT1-004008-200820 (amend Ne 1 from 20.01.2022 /

Ne Test / llokazaTenan

Result / Pe3yabTaThi |

1 Dgcripti(;n / Onncanne

Identification.
Levocetirizine/
IopannuocTs.
JlepoueTnpnsunx

3 | Average weight /
Cpennsist Macea

Remarks : The Product confirms to ND/
IMpumeuanue: Ipoaykr coorretcTByeT Tpedosatnsa HJL

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. / Opanblibie
JABOSIKOBBINYKJbIC TAONCTKII,
NOKPbIThIE 111€HOMHON 000N0UKOH
6enoro UBeTa, ¢ OIHOH CTOPOHbI
rinaakue, Ha Apyroii ctopone
rpaBuposka «R 5». Ha nonepeurnom
paspese 24po 6eNoro UBeTA.

Complics as prescribed /
CooTBeTCTBYCT TpedOBAHMSIM

133.25 Mmr+£4 % (ot 127,92 ro 138,58 mr)

Pagel of4/Crp. 1 u3 4
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. / OBalibHble
JIBOSIKOBbINYKJIble — TabNeTku,  MOKPbLITbiE
NJeHOYHON 000NIouKOH OeNoro uau NoYTH
0enoro 1BeTa, C OAHON CTOPOHBI IaAKUeE, Ha
Jpyroil cropoHe rpasMpoBka «R 5S». Ha
MOonepeyHoM paszpese gapo oT Henoro 1o
noutu 6esoro ugeTa.

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 yaepxuaHus
OCHOBHOI'O TIMKA Ha XpOMATOrpamMme
HCILITYEMOTO pacTBOPa JI0MKHO
COOTBETCTBOBATH BPEMEHH YACPKHUBAHMS
OCHOBHOI'O [IMKA HA XPOMaTOrpamMmme
pacTeopa crasjaaprHoro obpasua
JEBOUETHPU3UHA AUTHAPOXTOPUIa (pa3aen
«onnuecTpeHHoe onpeaeneHney).

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

ey

Prepared by /
[loaroTosneno:

 Checked bv/

Date/
. )jl'ﬂa:_

0 2 lol2

I]ponepenw(" 5
S -_/% DR

Date /
Jur:  03-0g - 0023

Date /'
Jlara:

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Approved byv: Manager/Executive /
Oxo0peno: Mereukep / PYKOBOANTEI,

2 oltela) (-eop)el

(S T T O

2402025




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Mpoayicr: Asnepsoil TadneTKI, HOKPBITbiE MJIEHOUHOR 000n0UKOH, 5 MP

Batch No / - C2301311 ‘Batch Quantity / 1040300 tab /

Cepus Ne O6bem cepun 1040300 Tab

Analytical Report No / : 890001646285 Date of Analysis / : 21/02/2023 -
AHanuTnueckuit otuet No JlaTta ananusa

Date of Manufacture / : 0172023 Date of Expiry / 12/2025 -
JlaTa npou3BOACTBA Tonew no

Analysis performed according ND: / Auanns nposenen no HJI: JIT1-004008-200820 (amend Ne 1 from 20.01.2022 /
n3m. Ne 1 o1 20.01.2022)

Page 2 of 4/ Cr1p. 2 3 4

4 | Disintegration / 04 min / 04 mnn Not more than 15 min/
Pacnapaemoctn He 6onee 15 mun
5 | Dissolution / PacrBopenue © Unit-1 /Tabn-1 | 96% Not less than 80 % (Q) of label claim of
- —————1 CyH25CIN;O5-2HC]I (levocetirizine
. 2 0
Ui /Ti6ﬂ_' - o dihydrochloride) in 20 min. / He mence 80 %
Unit-3 / Tadn.-3 95% (Q) oT HOMHHANLHOrO  COACPXKAHUS
- 2HCI g
Unitcd / Tabn 4 7% C21H25CIN,Os (neBoueTnpusvHa
avruapoxsopu) vepes 20 MuH.
Unit-5/Tabn.-5 97%
‘ Unit-6 / Tabn.-6 96%
6 | Related Substances / “()C'I‘O]’)OIllllllC npIMeci

Impurity A/ Flpunmecs A

Impurity B/ Tpumecs B

Impurity C / Tlpumecs C
lm_purity D/ Hpunmees D

Impurity £ / Tpunecs [

Not detected / e obrapyxena

|Less than LOQ (LOQ: 0.008%) Huxe
npeaena KoauuecTBEHHOTO
onpenenetust (IMKO : 0,008%)

Not detected / He oOHapyxeHa
Not detected / He oOHapyxeta

Less than LOQ (LOQ: 0.023%) Huxe
npeaena KoAMUeCTBEHHOrO
onpegenenns (INKO : 0,023%)

Impurity F / Ipiniecs |

lﬁauril)T RCT-3 / llpnaecs
RCT-3

Below LOD (LOD :0.014 %) / Huxe
npeaena odnapyxenuns (10 :0.014%)

[0.07% /0.07%

| Not more than 0.4 % / He Gonee 0.4 %

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

Not more than 0.4 % / I lc 6once 0,4 %

Not more than 0.4 % / He bosnee .4 Y

| Not more than 0.4 % / He Gonee 0.4 %

Not more than 0.4 % / e 6onee 0.4 %

Not more than 0.30 % / e donee 0.30 %

Remarks : The Product contirms to ND/
Mpnmeuanne: [poaykr coorsereTsyeT TpedoBannam HJI
F-s)

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[Toarotosaeno:

Approved by: Manager/Executive /
Onoopejio

[poseperigt 3 : Mengrep / Pykggosurrens L
@ Q’JJLQ(;:B Mﬂ;ﬁaﬁw

/\sp

Date /
Jlara:

Date /
Jara:

2_2»0 2;2023 Date/

Jara: . D3 -02 ~2023 1.Lr~01.:’Li2£




Qe
Dr.Reddy’s ‘,.o.

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
[TponykTt: Annepsoii TabneTkn, NOKPbITLIC MICHOYHONW 000A0UKOH, S Mr

Batch No / : C2301311 Batch Quantity / ¢ 1040300 tab /
Cepus Ne O6beM cepun 1040300 Tab
Analytical Report No / : 800001646285 Date of Analysis / . 21/02/2023
AHanuTUueckui otuet No Harta aHanuza

Date of Manufacture / : 01/2023 Date of Expiry / : 1272025
Jlata npousBoacTBa l'onen no

Analysis performed according ND: / Auanus nposeaen no HJI: JI11-004008-200820 (amend Ne 1 from 20.01.2022 /
u3m. Ne [ ot 20.01.2022)

Page 3 of 4/ Crp. 3 u3 4

Any individual unidentified Not more than 0.2 % / He 6onee 0,2 %
impurity / JlroGas eaunuunas

HEWACHTH(PHLIMpOBaHHAS PP PR
npUMech
Total impurities / 0.1%/0,1% Not more than 1.5 % / He 6osiee 1,5 %
Cymma npumeceit

7 | Chiral purity / ananbuas; 0.05% / 0,05% S-isomer - not more than 1.5 %
UHCTOTA S-uzomep - He donee 1,5 %

8 | Loss on dr&ing_/ IloTeps B 2.0%/2,0% ~ | Not more than 6.0 % / He 6onee 6,0 %

Macce npi BbiCYUIHBAHNHH

9 | Microbial enumeration tests* / Mikpo0onosornueckas 4ncrora®

a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
Count / Obduiee uncio Menee 10KOE/r He 6onee 1000 KOE/r
a’pOOHBIX MHKPOOPraHU3MOB
b) Total Combined Yeast and | Less than 10 CFU/g/ Not more than 100 CFU/g/
moulds count / OGuiee uncno Menee 10 KOE/r He Gonee 100 KOL/r
JUPOSKIKEBBIX I T1JIECHEBbIX
rpioos
¢) Escherichia Coli ~ Absent in | gram/ Shall be absent in 1 gram /
OtcyTerByeTrB 1T OrcyteTBlie B I r
10 | Uniformity of dosage units / 5.1/5,1 : ‘The acceptance value (AV) should be less
OanopoanocTn, 103HPOBAHIIS than or equal to 15.0 /1Tpuemotitioe 3nadueHue

(AV) nomkno ObITh te Gonee 15,0.

"Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanne: lNpoaykr cootBeTcTBYET TpeboBaHUsm HJ| 3akmouenne: OJOBPEHO
b )

Prepared by / Checked by / Approved by: Manager/Executive /
i b, l p
o trorosineHo: l'lposeperam ) Onotpeno: Meng \Lp/ PyKosaantes

Date/ oy e Q ») A3 | Date/ Date /
Jlara: 25 JlaTa: 03 -02 -9098 | Jlata: Q__Lf/._.O')_,,_”LO’L%

N



Qe
Dr.Reddy’s ‘,’o.

Product : Aﬂerway_ﬁlm coated tablets 5 mg

CERTIFICATE OF ANALYSI

S

CEPTHUOHNKAT AHAJIN3A

[1ponyir: AnnepBoii TabieTkH, NOKPLITBIE ILICHOUHOH 00010UKOI, 5 MF

IIaTa NMpOU3BOACTBA

Analysis performed according ND: / Anasnus nposenen no HII: JITT-004008-200820 (amend Ne 1 from 20.01.2022/
u3m. Ne 1 o1 20.01.2022)

i
4
I

|\
|
]
|

11 | Assay / KonnyecTBennoe
onpe/esieHue

12 | Packaging / ¥YnakoBka

l

13 | L'lbe]mg / MapkupoBka

14 ‘ Storage conditions /
[ Xpanenue

Batch No / 1 C2301311 | Batch Quantity / 1040300 tab /
Cepust Ne Obnem cepun 1040300 Tab
Analytical Report No / : 890001646285 | Date of Analysis / : 21/02/2023 a
AHanuThyecknii otuet Ne JlaTa ananuza
| Date of Manufacture /  : 01/2023 Date of Expiry / 12/2025 =~

roneH Jile}

Page 40f4/(J_4l/l34

5.01 mg/ 5,01 mr

4.75 mg to S. 25 mg of C21H2sCIN,0;-2HCI
(levocetirizine dihydrochloride) per tablet. /
Or 4,75 mr 1o 5,25 mr Cz;Hy5CIN,O3-2HCI

10 tablets
foil/aluminum foil blister. 3 blister
and a patient information leaflet in a
carton pack. / Tlo 10 Tadnetok B
onuctep uz (IMA/AJI/TIBX) donpru /
antOMHHHEBOM ¢ponbru, Ilo
306auctepy ¢ MICTpYKUWEH 110
NPUMCTHCHHIO B MAYKY KAPTOHHYHO.

According to ND / B coorsetcTBHM ¢

At temperature below 25 °C. / I1pn Te

15 | Shelf life / ¢ Cpok roanoct

* It is carried out by the manufacturer at release periodically (with an interval of one test for 10 series or at

(neBoUETHPU3HHA JNTHAPOXTIOPUA) B
TabNeTKeE.
in (PA/AI/PVC) |7 or 10 tablets in  (PA/AI/PVC)

foil/aluminum foil blister. 1, 2 or 3 blisters
and a patient information leatlet in a carton
pack. / [To 7 unu 10 Tabnetok B 6auctep uz
(ITA/AJI/TIBX) ¢onbru /  anoMunuesoh
ponbru. Ilo 1, 2 wmm 3 OGuuctepa ¢
MHCTPYKLMEH 10 TNPHUMEHEHUIO B Nauky |
KApTOHHYIO. '

HJ

mnepartype He Bbite 25 °C.

3 years /3 ropa

least 1 time per year). The indicator may not be included in the firm’s certificate of analysis. / * Ipn Bbinycke

JIEKAPDCTBEHHOT O Npenapara KOHTPOJIb Ka'ueCTBa Mo 1oKa3arelito npoBoanTesi ¢ ITHTEPBaJoOM 04HO

HcnbiTanHue Ha 10 cepui‘l, Wil OIHH pa3 B roa, B 3aBHCHMOCTH OT TOIg, UTO HACTYINHT PaHblle.

"Remarks : The Product confirms to ND/
Ipnmeuwanne: [poayxt coorsercTBYeT 1pedoBarnsm HJl

Conclusion : APPROVED /
Jakmouenne: OJOBPEHO

@) -
Prepared by / égﬁ é?{f_/;’ A hecked by /
[toarotosneHo: O [posepen ’—\ P
H%V U
Date / 22/02 S Vo) o, Date /
Jlara: i Hara; 93 -02-~902>

Lla'm:

Approved by: Manager/Executive /

OnoGpeno: Meneiukep / Pykosojiirens
Pocroln) Ran leodiry

Date /
. 24022023




