'Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

CEPTHUDHKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IponykT: Annepaaii TabNETKH, NOKPLITbIE NICHOUHON 060104KOI. § mr

Batch No/ 1 C2312859 Batch Quantity / : 1040300 tab /
Cepig Ne Ob6bem cepun 1040300 tab
Analytical Report No / : 890001697864 Date of Analysis / 1 31/10/2023
AHanutuveckuii otuer No Jara ananuza

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026

Mara npoussoacTea lNoneH no

Analysis performed according ND: / Ananus nposeaen no HA: JITN-Ne(001333)-( PI"-RU)-251022

[ Ne

Test / Tlokasarens Result/ PesyabtaTer T

__ Pagelof4/Crp.1u34
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. / OanbHbie
JBOAKOBBINYKIIble Tabnerku,
NIOKPbITLIE  NNEHOYHONH  060M0uKOI
Oenoro usera, ¢ oxuoii CTOPOHbI
Tnajkne,  Ha  Apyroil  cTopoe
FpaBupoBska «R 5». Ha nonepeuynom
paspese sapo Genoro usera.

1 | Description / Onucanue

Complies as prescribed /
CootsetctByeT TpeGoBanmsam

2 | Identification
Levocetirizine/
Hpentuduxanus

Jlepouernpusnn

Oval, biconvex, white to off-white, film-
coated tablets plain on one side and engraved
with “R 57 on the other side. White to off-
white core on a cross-section. / OBajbHble
ABOSIKOBbINYKNbIE  TabNETKH, IOKpPBITbIE
NIEHOYHOM 000n0uKOli 6enoro uiM mnoutu
6enoro uBeTa, ¢ 0AHOMN CTOPOHBI I'IafiK1e, Ha
Apyro# cTOpoHe rpaBupoBka «R 5y». Ha
MONEpeyHOM paspese Aapo OT 6e1oro a0
no4Ty Genoro uBeTa.

| 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 YAEPXKUBaAHUS
OCHOBHOMO ~ mMMKa Ha  XpoMmarorpamme
MCIBITYEMOro pacTBopa JOIKHO
COOTBETCTBOBATL BPEMEHH yJePKHBaHUS
OCHOBHOTO  mMKa Ha  XpomaTorpamme
pacTBopa CTaHAApPTHOro obpasua
fICBOLCTHPH3VYHA QUTMApOXJIOpuaa (paszen
«KonmuecTsennoe onpenenenney).

3 | Average weight /
Cpennsis macca

132.92 mg /132,92 mr

133.25 mg + 4% (between 127.92 and
138.58 mg)/
133.25mMr+4 % (o1 127,92 10 138,58 mr)

Remarks : The Product confirms to ND/
Hpumeuanwue: Mponykr COOTBETCTBYeT TpebGoBaHHam HJ|

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

Approved by: Manager/Executive /

> S a_,g]y Checked by /
Honrotosneno: ‘=tz Ilposepeno: Uﬁ) Onodpeno: Menenxep / Pl"h‘(‘IBO;IMTeﬂb
Date / (" 2| Date/ e Date / -
Hara: 3 (o222 Hlara: <\-1D e Jlata: 21102072
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CERTIFICATE OF ANALYSIS

CEPTHUOHKAT AHAJIN3A

Product : Allerway fili-coated tablets 5 mg
[TponykT: AnnepBail TabieTKH, NOKPbITbIE NIEHOUHOH 060N10YKOH, 5 MT

Batch No / 1 C2312859 Batch Quantity / : 1040300 tab /
Cepus Ne Obbem cepuu 1040300 Tab
Analytical Report No / : 890001697864 Date of Analysis / 1 31/10/2023
AHanuTudeckmnii otyeTt Neo JlaTa aHanu3a

Date of Manufacture / : 09/2023 Date of Expiry / 1 08/2026
Jlarta npou3BopcTBa Toaen no

Analysis performed according ND: / Ananns nposenen no HJI: JITT-Ne(001333)-(PT'-RU)-251022
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4 | Disintegration /
PacnagaemocTb

05 min /05 muH

Not more than 15 min/
He 6onee 15 muH

5 | Dissolution / PacTBopenue

NLT 80% (Q) of label claim of levocetirizine

dihydrochloride after 20 min.. / He menee
80 % (Q) OT HOMMHAJILHOTO COJAEPXKAHNSA

JICBOLETHPU3UHA JUTHAPOXNOpUAa depes
20 MUH.

Unit-1/ Ta6n.-1 97 %
Unit-2 / Tabn.-2 98 %
Unit-3 / Taba.-3 96 %
Unit-4 / Tabn.-4 98 %
| Unit-5/Tabn.-5 98 %
Unit-6 / Taba.-6 97 %

6 | Related Substances / PogcTeennble npumecu

Impurity A / Tlpumech A

Not detected / He obHapyxkeHa

Impurity B / I[Ipumecs B

0.01%/ 0,01%

Impurity C/ [1pumecs C

Below LOD (LOD = 0.006%) / Huxe
npeaena obHapyxenus (110 =
0,006 %)

Impurity D/ Ipumecs D

Less than LOQ (LOQ: 0.004%) Huxe
npeaena KoaMYECTBEHHOTO
onpeaenenus (IKO : 0,004%)

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 %

Remarks : The Product confirms to ND/
ITpumeuanne: I1poaykT coorBeTcTBYET TpedoBaHHsaM H]|

Conclusion : APPROVED /
3akmouenne: O{OBPEHO

Prepared by / 7 Qa&i) Checked by / Approved by: Manager/Executive /

IloaroTosneHo: =2 [TposepeHo: @;) Onobpeno: Menemkep / Pykosonnrens

Date / - Date / Date / 21.10.%7%
~10O

Jara: g/ 2022 JNaTa: A -10~20723 JaTa:
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

| Product : Allerway film-coated tablets 5 mg
TponykT: AnnepBaii TabneTkH, NOKPLITbIE MIEHOYHOH 06010UKOH, 5 MI

Batch No/ : C2312859 Batch Quantity / : 1040300 tab/
Cepus Ne O6beM cepnu 1040300 Tab
Analytical Report No / : 890001697864 Date of Analysis / : 31/10/2023
AHanuTHdeckuii oTueT No Jlata aHanuza

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
Jlata npousBoacTaa I'omen no

Analysis performed according ND: / Ananns nposeaen no HJ: JII1-Ne(001333)~(PI'-RU)-251022
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Impurity E / Ilpumecs E

Impurity F / ITpumecs F

Impurity RCT-3 / Tlpumecs
RCT-3

Any individual unidentified
impurity / Jliobasi ennHuyHas
HeuaeHTH UM pPOBaHHas
nprumech

0.03%/0,03%

Less than LOQ (LOQ: 0.047%) Huxe
npenena KOJIUMYECTBEHHOTO
onpenenenus (ITKO : 0,047%)

0.06%/0,06%

BDL / peructpaunu

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 %

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

Total impurities /
Cymma npumeceit

0.1%/0,1%

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

7 | Chiral purity / Xupanbnas
YHCTOTA

Below LOD (LOD =0.0138%) /
Husxe npenena obHapyxenus (I10 =
0.0138 %)

S-isomer - not more than 1.5 %
S-nzomep - ne 6onee 1,5 %

8 | Loss on drying / IloTeps B
mMacce NpH BbICYLUHBAHHUH

3.3%3,3%

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

9 | Microbial enumeration tests* /

MuxkpoGnonornueckas 4ucTora*

a) Total Aerobic Microbial
Count / Obuiee yicno
a3pOOHbIX MUKPOOPTraHH3MOB

Less than 10 CFU per 1 g
Menee I0OKOEB 1T

Not more than 10° CFU per 1 g/
He 6onee 10° KOEB 1 1

Remarks : The Product confirms to

IIpumeuanue: [Tpoaykr coorBercTByeT TpeboBaHuam HJI

ND/

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /

Y
- Q’GQQ
MoarortoBnexo: gﬁ,/

Checked by /

Approved by: Manager/Executive /

IlpoBepeno: Q@ OnoOpeHo: MeHeaskep / Pykwnb
Date / O ~)) Date / . Date / 1.\ 0- w1
Jara: C 1522 Jlara: AN -1p-2 JlaTa:




. Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

[MponykT: Annepeaii TabneTKy, NOKPbIThIE NJIEHOUHON 00010UKOH, 5 MT

Batch No / : C2312859 Batch Quantity / : 1040300 tab /
Cepus Ne O6bem cepun 1040300 Tab
Analytical Report No / : 890001697864 Date of Analysis / 1 31/10/2023
AHanuTHuecknii oTyeT Ne JlaTa aHanu3a

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
Jata npousBoacTBa [onex no

Analysis performed according ND: / Ananuz npoeenen no HJI: JITT-Ne(001333)-(PT-RU)-251022
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b) Total Combined Yeast and
moulds count / O61ee yncno
JIPOMOKEBBIX W TJIECHEBBIX
rpuboB

Less than 10 CFU per 1 g/

Menee I0KOEBIT

Not more than 10° CFU per 1 g /
He 6onee 10> KOEB 1 1

c) Escherichia Coli

Absent in 1 gram /
OrcytcTBYeT B 1 1

Shell be absent in 1 gram /
OrcyrctBUe B 1 T

10 | Uniformity of dosage units /

OIIHOPOIIHOCTB A03UpOBaAHHA

5.6/5,6

Acceptance value (AV) should not be more
than 15.0. / Iloka3arens npuemMieMocTu
(AV) nomxex 6biTh He 6onee 15,0.

Between 4.75 mg and 5.25 mg of

11 | Assay / KonndecTBeHHOe 4.88 mg /4,88 mr
omnpeneseHne levocetirizine dihydrochloride per tablet. /
Or 4,75mr po 5,25 Mr J€eBOLETUPU3NHA
JUTMAPOXJIOpHIA B TaONETKE.
12 | Packaging / YnakoBka 10 tablets in (PA/AI/PVC) foil/aluminum foil blister. 1 blister and a patient

information leaflet in a carton pack. / ITo 10 tabnerok B 6auctep u3z (ITA/AJI/TIBX)
donbru / antomunuesol donbru. Ilo 1 6aucTepy BMecTe ¢ NMCTKOM-BKNaAbILIEM B
nauky KapTOHHYIO.

* 1t 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. /
* T1pOBOAMTCS MPOU3BOAMTENIEM MPH BBIMYCKE NEPUOANYECKH (C MHTEPBANOM OIHO ucnbiTaHKe Ha 10 cepuii unu He
menee | pasa B roj). [loxasaTens, MOXET 6bITh HE BKIIOYEH B CEPTH(IMKAT aHaM3a (hupMBbI.

| API name / HaumenoBanne ADC:

Levocetirizine dihydrochloride / JleoueTnp13nHa JMrHApOXIOpUA

| INN/ MHH:

Levocetirizine / JleBoueTHpH3UH

Homep cepnu cybcTtannuu
nponszpoauTens I'JIdD:

API manufacturer batch number / ACQHO001656
. Homep cepuu npoussoautenst AQC:
FP Manufacturer API Batch number / FCQAO1616

API Manufactured by & country /
| lIponssoauresi A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penan’c Jlabopatopuc Jlta., Unaus

Remarks : The Product confirms to ND/

I pumeuanue: [poaykt coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / o£’| Checked by / Approved by: Manager/Executive /

. > O
[loarotosneno: %0/ IlposepeHo: @- Onobpeno: Menemxep / P}fioaoﬂmenb
Date / s | Date/ Date / \ O WOVE
Jara: 2/-10 2923 Jara: \1\"\ O=2212 Jara: >




