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CERTIFICATE OF ANALYSIS

| Product: Allerway film-coated tablets 5 mg

M3M. Nﬂ_l or 20.01.2022)

Ne
1

_ Test / [Iokazarenn |

D_e_scription / Onneanne |

P

2 | Identification.

| Levocetirizine/
IMognnuuocThb.

| JeBouerupusun

Average weight /
Cpennsist macca

CEPTHOUKAT AHAJIN3A

[Tpoa YKt AjiepBdid TaONETKK, NOKPLITbIE MIIEHOUHON 000404KOH, 5 MT

Result / PesyabTaThl

Batch No/ - 2302383 ‘Batch Quantity / 1040300 tab /

Cepust Ne O6bem cepun 1040300 Tab

-Analytical Report No / : 890001651638 Date of Analysis / : 29/03/2023 B
AHanUTHyeckuii otuet Neo Jlara ananuza

‘Date of Manufacture / : 02/2023 Date of Expiry / : 0172026 o
Hara 1iponssoacTBa Tonen no

Analysis performed according ND: / Auains npo_BeEH 1o HJ: J1T1-004008-200820 (amend Ne 1 from 20.01.2022 /

Page10of4/Crp. 1 n3 4
Specification / Hopma

Oval, biconvex, white film-coated

tablets, plain on one side and with "R

5" debossed on the other side. White

| Cute vl a cross sectivin / OBwibHbIC

| BBOSKOBBINYK/IbIE TAOIETKH,

| nokpbITbIE NIEHOUHONH 00010UKO
Oesoro uBeTa, ¢ 0JIHOH CTOPOHbI
rnaaue, Ha Apyroi cropoHe
rpaBupoeka «R 5». Ha nonepeunom

| pazpese sanpo Genoro upera.

Complies as prescribed /

CoorBeTcTBYET TpeOOBAHUAM

l

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-
while core un g cross seclivn., / OBWIbHbIE
[OBOSKOBLINYKNbIE  TAaOMAETKH,  NMOKPbLITbIE
NAcHOYHOM oOonoukoit 6enoro unv noutu
Oenoro uBeTa, C OHOKH CTOPOHBI IAAKHE, Ha
Apyroii cTopotie rpaBhpoBka «R S». Ha
NONEPEYHOM paspese saApo OT Gesnoro )10
nouTH Oenoro 1BeTa. (

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 ynepikupaHus
OCHOBHOIO MK HA XpoMaTorpaMmme
HCMBITYEMOrO PacTBOpa AONKHO
COOTBETCTBOBAThL BPEMCHH YIEPIKUBAHHS]
OCHOBHOT'O MHKA Ha XpoMaTorpaMme
pacTBopa CTaHAApTHOro obpasia
JEBOLETIPU3HHA AWTILIpOXAopHaa (pa3aen
«KosnuectBeHHoe onpeneneHner).

|
|
|

132.78 mg / 132,78 mr

133.25 mg+4 % (127.92 10 138.58 mg) /
133.25 mr +£4 % (o1 127,92 no 138,58 mr)

-Remarks_‘:_—The Product confirms to ND/

£2-

Hpuveuanne: Tpoaykt coorseTcisyet rpedoannsm HJT

Prepared by /
[losrorosieno:

"Checked by /
[1posepeto:

éonclusion : APPROVED /
Jakmouenne: OJOBPEHO

N

Date/

Jlara: 30%%23

Date /
Jlara:

R0 —03-2623

Approved by: Manager/Executive /
Oredpeno: Meie pkep / PygosoAnTEAL

1Boot0) Lot (Leouiry” |
SO-03-202.3

Date /
Hata:
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTHUOHNKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

[Tpoayxr: Annepsai TabNeTKH, TOKPLITHIC TNEHOUHOH 000a0UKOH, 5 MT

Batch No / - C2302383 Batch Quantity / : 1040300 tab /
Cepus Ne Obvem cepun 1040300 Tad
Analytical Report No / : 890001651638 Date of Analysis / : 29/03/2023 o
Ananutnueckuii oruet Ne JlaTa aHanu3za
Date of Manufacture / : 02/2023 Date of Expiry / : 01/2026

Jlara npou3BoacTBa

["onen o

Analysis performed according ND: / Anann3 nposeaen no HJI: JIT1-004008-200820 (amend Ne 1 from 20.01.2022 /

u3M. Ne 1 ot 20.01.2022)

Page 2 of 4/ C1p. 2 n3 4

4 | Disintegration /
PacnagaemocTth

02 min/ 02 mun

5 | Dissolution / PacrBopenne

Not more than 15 min/
He 6onee 15 MuH

Unit-1/ Ta6n.-1 95% | Not less than 80 % (Q) of label claim of |

- —————— Cy1HpsCIN,O52HCI (levocelirizine
I ) 0

W2,/ i, 2 6% | dihydrochloride) in 20 min. / I1e menee 80 %

Unit-3 / Tabn.-3 97% (Q) or  HOMHHaNBLHOIO coliepKaHus

Unicd / Tabn—a 95% C21H5CIN,O3-2HCI (neBoueTHpH3KHA

auruapoxnopun) yepes 20 MyH.
Unit-5/ Tabn.-5 95%
Unit-6 / Tabii.-6 94%

| 6 | Related Substances / IHocroponnue npumecn

Impurity A / Ilpumecs A

Impurity B/ [pumecs B

Tmpurity C / Tipumeck C
Impurity D / Tipumecs D

Impurity E / Ilpumecs E

Impurity F / ITpumecs F

RCT-3

Not detected / He 0OHapykeHa

0.01% /0,01%

Not detected / He obHapyxeta

Less than LOQ (LOQ: 0.004%) ke
npeaena KoOAHUEeCTBEHHOIO
onpeaenenust (IMTKO : 0,004%)

0.05% /0,05%

Below LOD (LOD :0.014 %) / Huxe
npeaena ooHapyskenus (110 :0.014%)

0.06% /0.06%

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

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

Not more than 0.4 % / He 6—6116_6_0,4_1 %

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

Not more than 0.4 % / He 6onee 0,4_1 %

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

Not more than 0.30 % / He 6onee 0,30 %

Remarks : The Product confirms to ND/
IIpumeuanne: [poaykT coorBeTcTBYET Tpedosatinsm HJJ

Conclusion : APPROVED /
3axawuenue: OJOBPEHO

>
Prepared by / g@, .| Checked by / _GD_ Approved by: Manager/Executive /
HOHFOTOBHCHU./ I[TpoBepeHo: O100peno: Mengpkep / PygpsoanTesb

' 1) oole) Bonas (e ooty
Date / Date/ : . Date / ‘
Hlara BOB-2222 | 3032023 | HO 3D -02.-1.02.2




Qe
Dr.Reddy’s ‘,‘o‘

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Produrct: Allerway film-coated tablets 5 mg
[lpoYkr: Annepssii TadJIETKH, [IOKPLITLIE TJ1EHOYHON 000I0HKOM, 5 MT

Batch No / - 2302383 Batch Quantity / 1040300 tab /

Cepnsl No Obnem cepuu 1040300 Tad

Analytical Report No / : 890001651638 Date of Analysis / 2 29/03/2023
AHanUTHUeCKUui oTueT No MHara ananunza

Date of Manufacture / : 02/2023 Date of Expiry / : 0172026 B
Hara NpounsBoncTsa ['onen no

Analysis performed according ND: / Anaans npoeejeH no HJI: JI[1-004008-200820 (amend Ne 1 from 20.01.2022 /

nsm. Ne 1 or 20.01.2022)

Any individual unidentified
impurity / JlioGast eamnnunas
HenaeHTHGUUMPOBAHHAS
TIpUMECH

| Total impurities /
Cymma npumccceit

THCTOTA

8 | Loss on drying / ITorepst B
Macce NpH BbICYIIBAIIHI

“a) Total Aerobic Microbial
Count / O6uiee uncno
a3pobHbLIX MUKPOOPra3MoB

b) Total Combined Yeast and
moulds count / OBujee uncno
JPONIKEBBIX M 111ECHEBLIX
rpudoB

_c) Escherichia Coli

Page3 of 4/ Crp. 3 uz 4

0.05% /0,05%

1 0.2% /0.2%

npeaena odonapyxenus (IO
:0.0138%)

2.7%/2.7%

|

! 1
7 | Chiral purity / Xupaavnas | Below LOD (LOD :0.0138 %) / Huxe | S-isomer - not more than 1.5 %

S-n3omep - ne donee 1,5 %

| Not more than 6.0 % / He 6onee 6.0 %

9 | Microbial enumeration tests* / Mukpo61oJioruueckas 4ucrora*

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

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

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

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

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Absent in I gram/

OrcvrerByeT B 1 1

Shall be absent in 1 gram /
OrcyrctBHe B I 1

Remarks : The Product confirms to ND/
IMpumeuanne: [Npoaykr coorBeTcTBYET TpedoBanusm HJ

Conclusion : APPROVED /
3axmwuenne: ONOBPEHO

Prepared by /
[MoarorosneHo:

I Checked by /
[Tposepero:

Approved by: Manager/Executive /
Onobpeno: Menejtkep / Pykgsoumeis

42 otel D Rora (lece
Date/ : . ) 2 Date / Date /
| Jlata: 20 6_& 20 [ Jlara: 3ome3-2023 Jlara: 8 o - a3~ 2:(31_3
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Dr-Reddy’s €s®

CERTIFICATE OF ANALYSIS

CEPTHU®UKAT AHAJTM3A

| Product: Allerway film-coated tablets 5 mg

[TpopYKr: Anjepsdil TADNECTKH, NOKPbITbIE MICHOUHON 00010UKOH, 5 M

Batch No / : C2302383 Batch Quantity / 1040300 tab/

Cepusl Ne O6nem cepuu 1040300 Tab

Analytical Report No / : 890001651638 Date of Analysis / © 29/03/2023

AnanvTnyecknii otuet Ne JlaTta aHanuza

Date of Manufacture / : 02/2023 Date of Expiry / : 0172026 o
Jara NPOM3BOACTBA Tonen no

Analysis performed according ND: / Ananns nposeaen no HJ: JIT1-004008-200820 (amend Ne 1 from 20.01.2022/

nsm. Ne 1 o1 20.01.2022)

Page 4 of 4/ C1p. 4 n3 4

'10__Ijnif0rmity of dosage units / 2.9/2,9 The acceptance value (AV) should be less
OxnopoaHocTsb 103MpPOBAHHS than or equal to 15.0/ ITpueMounoe snauenne
(AV) nomxxo ObITL He Dostee 15,0.
11 Agsay/KO.HMlleCTBeHHOe 4.94 mg/ 4,64 M 1475 mg to 5.25 mg of C21H15CIN,05-2HCI
omnpeesieHue (levocetirnizine dihydrochloride) per tablet. /
Or 1,75 mr po 5,25 mrr C3Hy5CIN,O5-2HCI
(1leBoLETHPH3MHA AMTHAPOXJIIOPHL) B
Tabnerke.

12 | Packaging / YnakoBka |10 tablets in (PA/AI/PVC)Y |7  or 10 tablets in  (PA/AI/PVCQ)
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 lcaflet in a carton
carton pack. / Tlo 10 rabnerox 8 | pack./ Tlo 7 wun 10 1aluierok B Humcrep us
onucrep uz (ITA/AJI/NIBX) donbru / | (LHIA/AJVTIBX)  donbru /  amoMuHKHeBOH
aJtOMHHNEBOH (honbru. [lo | poabru. Tlo 1, 2 wam 3 Onaucrtepa c¢
3 Oauctepy ¢ MHCTpyKUMEH 1o | MHCTpYKUKHEN 0O TPUMEHEHWIO B Nauky
NMPUMEHEHHIO B TAYKY KAPTOHHYIO. KAPTOHHYIO.

13 L_abeling / MapknpoBka According to ND / B cooTseTcTBIM ¢ HJT

14 STorage conditions / At temperature below 25 “C. / llpu Temneparype ve Bbiine 25 °C,

Xpauenie
15 | Shelf life / Cpox roanoctu 13 years / 3 roja o

* Itis 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. / * I1pn Bbinycke
JIEKAPCTBEITHOFO NPeNapaTa KOHTPOJIb KauecTB: 110 NOKA3aTeJ 10 NPOBOANTCS € ITHTEPBAJIOM OAHO

nenpiTanne Ha 10 cepm‘i, HJIH OAHH Pa3 B roj, B 3AaBUCHMOCTH OT TOTO0, YUTO HACTYNIIT paAHbLILE,

Remarks : The Product confirms to ND/
Hpumeuanue: MNpoayxT cooTBeTcTBYET TpeGoBanuam HJI

Conclusion : APPROVED /
3axmouenue: ONOBPEHO

Prepared by / Q@-"‘;(’ Checked by / Approved by: Manager/Executive /
[MoaroTosnero: (% [posepeno: ff)— Oﬂjﬁﬁmm: Meneukep / 1"_\'|2115(},'1||1 el
K edole) Ragno (L
Date/ 2 - Date / Date / -
Nara, 3? Frp-2 s 3003-2023 Tara: _ }2 o~ o;’; - 2022 |




