Dr.Reddy’s ":’

Product : Allerway film-coated tablets 5 mg
T1poAykT: Aniepsoit TaGNETKH, NOKPLITLIE MIEHOYHOH 060104KOi, 5 MI

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

| BatchNo /

Cepitn Ne

“Analytical Report No /
AHalnTuaeckni otuer Ne
Date of Manufacture /
JlaTa nponsBoAcTDa

: C2206339 Batch Quantity / : 1040300 tab/ -
O6beM cepun 1040300 rat
: 890001598542 Date of Analysis / : 28/06/2022 -
- - Mara ananusa
: 05/2022 Date of Expiry / © 04/2024 o
lonen no

Analysis performed according ND: / Anaans nposejien no 11J1: JIT1-004008-200820

Page 1 0of4/Crp. 1 m3 4

Ne Test / IlokazaTe b

1 _Daription / Ouncanue

2 | Identification.
Levocetirizine/
IlopsinHHOCTD.
JleBonernpusun

3 | Average weight /
Cpenussi macca

4 | Disintegration /
| PacnajaemMocThb

I

Result / PesyabTaTni

Specification / Hopma

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. / OBajbHble
JIBOSAKOBBINYKJIbIE TAOJIETKH,
MOKPbITbIE MIEHOYHON 000N0YKOH
6enoro 1BeTa, ¢ OMHOH CTOPOHBI
riagkue, Ha Apyroil cTopoHe

1 pasupuskd «R 5. Ha nonepeynom
paspese aapo Henoro uBera.

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. / OsanbHble
JBOSIKOBBITIYKJIblE TAONETKU, MOKPHIThIE
MJIEHOYHON 000/104KOH O€JIOro UK NOUYTH
6enoro 11BeTa, ¢ OAHONW CTOPOHbI IafKHe,
Ha pyroi cropone rpasiuposka «R 5». Ha
NONEePEUHOM paspesc AApPo or 6cliioro Jo
nouyrty 6enoro 1BeTa.

Complies as prescribed /
CoorsercTByeT TpebOBaHUAM

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 yaepkuBanus
OCHOBHOTO TNHKa Ha Xpomarorpamme
UCIBITYEMOTO pacTBopa JIOIKHO
COOTBETCTBOBATh BPEMEHW YICPIKMBaHHS
OCHOBHOI'0 TIHKA Ha Xpomarorpamme
pacTBOpa CTaHAApTHOI'O obpazua
NIEBOLIETIPU3IHA AMTMAPOXJIOpUAa (pa3aen
«IKoanuecTBEHHOE ONpe/ie/ieHHe»).

134.01 mg/ 134,01 mr

133.25 mg+4 % (127.92 to 138.58 mg) /
133,25 Mmr+4 % (ot 127,92 no 138,58 mr)

06 min /06 mun

Not more than 15 min/
He 6onee 15 mus

Remarks : The Product confirms to ND/
Ilpumeuanue: [1poaykT cooTBeTcTBYeT TpeboranuaM HJJ

Conclusion : APPROVED /
3axmovenue: OJJOBPEHO

! Q,ﬁ Checked by / IlpoBepeHo:

Prepared by / ﬂ%

j ON 77

Approved by: Manager/ OnobpeHo: Menepxkep

oo 90 Ro-2 e atliry |

Date /_}la_Ta: 30.06 "?’OQL | Date / JTara:

=0 ~06 ~20 272

Date / lara: R0 —06 -\’Z,O—?/L”




DtReddy’s “:‘

Prociue ; Allerway film-coated tablets 5mg

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

| [IpoAykT: Annepsai TabNETKN, MOKPbITbIE NJICHOYHON 000NOYKOIA, 5 Mr

: 1040300 tab /

| BatchNo / : C2206339 Batch Quantity /

Cep¥a No O06bem cepum 1040300 Tab

Analytical Report No / : 890001598542 Date of Analysis / . 28/06/2022 |
AnaJMTiyecknii otyeT Ne B | HaTa ananuza - B

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

Jlaranpon3BoacTea Tonen o

| Analysis performed according ND: / AHan3 npoBe/ieH 1o 1o HJI; JIT1-004008-200820

Page 2 of 4/ Crp. 2 w3 4

5 | Dissolution / PacTBopenue

Unit-1/ Ta6.-1 101%
Unit-2 / Ta61.-2 101% |
Unit-3 / Tabn.-3 100%
Unit-4 / Tabn.-4 99%
Unit-5/ Ta6n.-5 100%
Unit-6 / Ta6:1.-6 100%

Not less than 80 % (Q) of label claim of |
C1H:sCIN>O3+2HCI (Ievocctirizine
dihydrochloride) in 20 min. / He menee
80 % (Q) or HOMWHANLHOIO colepKaHusl
C, 1 H,5CIN,O5- 2HCI (neBoueTupuznHa
aurnapoxnopun) uepes 20 Mus.

6 | Related Substances / TlocToponHue npn_mén_

_]r_npurity A/ Tlpumecs A

_lmﬁlrit_y B /Tlpumecs B

Impurity C/ ITpumecs C

Impurity D/ Mpumecs D

0.02% /0,02%

Not detected / He obHapyxeHa

_Impurity E /Tlpumecs E

Tmf)urity F /Tlpumecs F

RCT-3

Impurity RCT-3 / Tlpumecs

Not detected / He obuapyxeHa

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

0.004% /0,004%

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

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

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

0.03% /0,03%

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

Not detected / He oOHapy>keHa

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

0.05% /0,05%

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

"Remarks : The Product confirms to ND/
Npnmeuanue: [TpoaykT cooreercrByeT Tpebopanuam HJI

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO

| Prepared by /11 O‘W :

(B,

Checked by / HposepeHo:

Appmu.al by: Manager/ Opo6peto: Menemkep

oo ) Ronl Qoathy”

Date / Jlata: 3006‘20%, Date / Jlata:

e

30 —06- 20922

Date / Jlara: RO 061022




D.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Product - Allerway film-coated tablets 5 mg

CEPTU®UKAT AHAJIM3A

[poAykT: Annepsaii TabneTkH, MOKPLIThIE MJIEHOYHOH 0005104KO#’, 5 MT

BatchNo / : C2206339 Batch Quantity / : 1040300 tab / =
CepNe - Obbem cepun 1040300 Tab6

Analytical Report No / : 890001598542 Date of Analysis / . 28/06/2022 -
AxaJTrHueckuil oTveT Ne - Jara ananusa

Date of Manufacture / : 05/2022 Date of Expiry / 1 04/2024 0
 [lata ponsBoACTBA. Tonen no .

Any individual unidentified |.
impurity / Jlro6as eguHnuHas
HenIEHTH KLY pOBaHHAS
nprMech

“Total impurities /
Cymma npumeceit

Analysis performed according ND: / Auain3 l'lpOBBEl(ﬁﬂO HJI: JIT1-004008-200820

BDL / peructpaunu

Page 3 of 4/ Crp. 3 u3 4

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

0.1%/0,1%

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

7 | Chiral purity / Xupanshan
YHCTOTA

Not detected / He obHapy>keHa

S-isomer - not more than 1.5 %
S-nzomep - He Gonee 1,5 %

8 | Loss on drying / [loTeps B
Macce TpH BbICYIIMBAHHH

2.3%/2,3%

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

9 | Microbial enumeration tests / Mukpo6uonorudyeckas YHCTOTA

'_a)fotal Aerobic Microbial
Count / O61ee uncio
a3p0OGHBIX MHKPOOPTaHU3MOB

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

b) Total Combined Yeast and
moulds count / O61iee yucno
JIPOXOKEBBIX W TLECHEBBIX
rpuboB

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

Not more than IOZ)OEFWg /
He 6onee 1000 KOE/r

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

“¢) Escherichia Coli

10 Uniformity of dosage units /
OanopoaHoCTH 103HPOBAHUS

Absent in 1 gram/
OrcytetByeT B 1 1T

Shall be absent in 1 gram /
OrcyrctBue B 1 1

2.0/2,0

The acceptance value (AV) should be less
than or equal to 15.0 / Tlpuemounoe
3HaueHue (AV) nomkHO ObITh He Gosee
15,0.

11 | Assay / KonnuecTBeHHOe
ompeaesienue

5.05 mg/ 5,05 mr

4.75 mg to 5.25 mg of C31H35CIN,O3-2HCI
(levocetirizine dihydrochloride) per tablet. /
Or 4,75 mr 10 5,25 mr C2/HasCIN2O5-2HCI
(neBoLETUPU3NHA  UTHAPOXJIOPHI) B
Tabnerke.

" Remarks : The Product confirms to

ND/

IIpumeuanue: [Iponykt coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by / [loararpsieno: __ ~/

Checked by / Tposepeno:

qd D~~~

Approved by: Manager/ Onobpeno: Menenxep

Date / Jlaa: 30 OG- )2 Date TJlara:

20 ~06 -2002_

Date / Jlata: @O.-OQ 2020




DrReddy’s Q3¢

Prociuct : Allerway film-coated tablets S mg
[TpoZykt: Annepsasit TabneTku, NOKpPHITHIE MIEHOYHOM 000/10UKOI, 5 Mr

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Analysis performed according ND: / Ananus nposejen no HJI: JI1-004008-200820

BatchNo / : C2206339 Batch Quantity / © 1040300 tab/

CepHi Ne O6bem cepuH 1040300 Ta6

Analical Report No / : 890001598542 Date of Analysis / . 28/06/2022

AnaJintydecknii otuer Ne Jlara anajiusza

Date of Manufacture / - 05/2022 Date of Lxpiry / . 04/2024 o
| JlaraipoussoacTea T'ogen no

Page 4 of 4/ Crp. 4u3 4

12 | Packaging / Ynakosxka 10 tblets in  (PA/AI/PVC)[7 or 10 tablets in (PA/AI/PVC)
foil/aluminum foil blister. 1 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. / TTo 10 Tabnerox B Gnuctep n3 | pack./Ilo 7 unu 10 Tabnetok B 6Gnuctep ns
(TTA/AJITIBX) dbonsru /| (TTA/AJI/TIBX) donbru / amomunuesoit
amomunveroit onkru. Mo 1 6nuctepa | doneru. Tlo 1, 2 wan 3 dawetepa ¢
C MHCTpyKLMell MO TNPUMEHEHHIO B | MHCTPYKLMEH MO MPUMEHEHWI0 B MauKy
NauKy KapTOHHYIO. KapTOHHYIO.

13 fab—eling / MapkupoBka According_to ND /B cootsercranu ¢ HJI

_14_'_S_torage conditions / ) At temperature below 25 °C. / Ilpu Temnepatype ne Bbie 25 °C.

Xpanenue
15 | Shelf life / Cpoxk rognocrtn |2 years /2 rozna

Conclusion : APPROVED / _
3axmouenne: OJJOBPEHO

Remarks : The Product confirms to ND/
IIpameuanne: [Tpoaykt coorsercTByeT TpeboBanusm HJI

57| Checked by / T1poepeno:

Prepared by / lloargrosaeHo:
QW D

Approved by: Manager/ Oao0peno: Menekep

Rt Rorl fleatry”

Date / Jlata:

30,06»20%, Date / flara:

Date / dara: Y 1
30 ~06~9002_ RO-06-10




