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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IlpoaykT: Annepsail TabJeTKH, OKPLIThIE TNIEHOYHOH 060J04KOH, 5 MI

Batch No / : C2310245 Batch Quantity / : 1040300 tab /
Cepus Ne ObbeM cepun 1040300 Tab
Analytical Report No / : 890001684924 Date of Analysis / . 30/08/2023
AnannTnueckui oryer Ne HaTa ananusza

Date of Manufacture / : 07/2023 Date of Expiry / : 06/2026

JlaTa npouzBojcTBa T'onen no

_Analysis performed according ND: / Ananus nposeaen no HJI: JITT-Ne(001333)-(PI'-RU)-251022

Page1of4/Crp. 1 u3 4

No Test / IToxa3atean

1 | Description / Onncanne

' &/al,

Result / PesyabTaThl

Specification / Hopma

biconvex, white film-coated
tablets, plain on one side and with "R
5" debossed on the other side. White
core on a cross section. / OBanbHblE
JIBOSIKOBBITTYKJIbIE TabneTku,
NOKPBITBIE TJIEHOYHOH  060J104KOH
Oenoro mBera, ¢ OJHOH CTOpPOHBI
rnajkde, Ha  JApPYrodl  CTOpOHe
rpaBupoBka «R 5». Ha nonepeuyHom
paszpese aapo Gesioro 1BeTa.

Oval, biconvex, white to off-white, film-
coated tablets plain on one side and engraved
with “R 5” on the other side. White to off-
white core on a cross-section. / OBanbHbIE
IOBOSIKOBBINYK/bIE  TabJIETKHW, TNOKPHITHIE
njieHouHol oboyioukoit 6enoro waM moutH
6eJioro LBeTa, ¢ OAHON CTOPOHLI TNIaAKHE, Ha
Ipyroil ctopone rpaBupoBka «R 5». Ha
NOTNEPEeUHOM paspese SAApO OoT Genoro 1o
nouTH GeNoro 1BeTA.

2 | Identification
Levocetirizine/
Hpenrnpunkanns

JleBoneTupu3uH

Complies as prescribed /
CootBeTcTBYET TpeOOBAHUAM

3 | Average weight /
Cpennsisi macca

132.58 mg /132,58 mr

133,25 mr+4 % (ot 127,92 no 138,58 mr)

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 ynep>kuBaHHsI
OCHOBHOrO TNUKa HAa  XpoMarorpaMme
MCNBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATL BpPEMEHU  YIEp>KHBaHUs
OCHOBHOTO MWKa Ha  XpoMarorpaMme
pacTBopa CTaHJIapPTHOTO obpasua
NeBOLETHPU3NHA AUTHApoXJopHaa (pasnen
«Konnuectsennoe onpenencHue»).

13325 mg = 4% (between 127.92 and

138.58 mg)/

Remarks :

The Product confirms to ND/
IIpumeuanue: [poaykr COOTBeTCTByeT TpeboBaHusim H/J

Conclusion : APPROVED /
3axnwuenne; OJOBPEHO

Prepared by / 5/ Checked by / Approved by: Manager/Executive /
[loarorosaeHo: I1poBepeno; N2 Onobpeno: Menemxep / PykoBoauTteib
Date / 55 ) 222 Date / g Date /

. ~ e
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[TpoRykT: Anneps3H TabJAETKH, TTOKPBITHIE TIEHOUHON 060/104KOMH, 5 MT

[ BatchNo / - C2310245 Batch Quantity / : 1040300 tab / o
Cepys Ne O6beM cepyn 1040300 a6
Analytical Report No / : 890001684924 Date of Analysis / : 30/08/2023
 AuasnTHyeckuii otdeT Ne Jlara ananusa
Date of Manufacture / : 07/2023 Date of Expiry / : 06/2026
JlaTa npou3BojcTBa l'ogen no

_Analysis performed according ND: / Ananus nposeaen no HJI: JITI-Ne(001333)-(PI'-RU)-251022

Page2 of 4/ Crp. 2 u3 4

6 | Related Substances / Pogcreennbie npnMécn

4 | Disintegration / 04 min /04 un Not more than 15 min /
Pacnapaemoctn He 6onee 15 mun

5 | Dissolution / PacrBopenne Unit-1/Ta6n.-1 94% NLT 80% (Q) of label claim of levocetirizine

Unita / Tabn.2 95% dlhoydrochlorlde after 20 min.. / He menee
80 % (Q) OT HOMHHANBHOTO COAEPKAHUS

Unit-3 / Tabn.-3 95% NIEBOLETUPU3NHA JUTMIAPOXIIOpUAA Yepes
Unit-4 / Ta6n.-4 939, | 20 Mmi.
Unit-5 / Tabn.-5 96%
Unit-6 / Tabn.-6 94%

Impurity A/ Ilpumecs A

Impurity B / Ilpumecs B

Not detected / He obHapyxkeHna

0.01% /0,01%

Impurity C / ITpumecs C

?npﬂrity D /_H_pljl_Mer D

Less than LOQ (LOQ: 0.030%) Huxe
npenacna KoNM4ecTBEHHOTO
onpenenenns (IKO : 0,030%)

Less than LOQ (LOQ: 0.004%) Huxe
npeaena KOJIUYeCTBEHHOTO
otipenenenus (ITKO : 0,004%)

 Impurity E / TIpumecs E

0.04% /0,04%

 Impurity F / ITpumech F

Less than LOQ (LOQ: 0.047%) Huxe
npejiesia KOMUECTBEHHOrO

onpenesenus (ITKO : 0,047%)

Not more than 0.4 % / He 6oJee 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 %

Remarks : The Product confirms to ND/
IMpameuanne: Ilpoaykt coorsercrayer TpeboBanuam HJJ

Conclusion : APPROVED /
3axnwuenne: OJJOBPEHO

2 2
Prepared by / 2 “} Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: : Hponepem ,.70 Onobpeno: Menenxep / PykoBoaurenn
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CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[TpoAyxT: Anneppoi TabJaeTKH, IIOKPBITHIE NIEHOYHON 000JI0UKO#H, 5 MI*

BatchNo / 1 C2310245 Batch Quantity / : 1040300 tab /
Cepms Ne Ob6beM cepuu 1040300 Ta6
Analytical Report No / : 890001684924 Date of Analysis / . 30/08/2023
AHaJintTuyeckunit otuet Ne Jlara ananusa

Date of Manufacture / : 07/2023 Date of Expiry / 1 06/2026
JlaTanpon3BoacTea T'onen mo

Analysis performed according ND: / Anann3 npoeaen mo HJI: JITT-Ne(001333)-(PI'-RU)-251022

Page 3 0f4/Crp.3us 4

Impurity RCT-3 / TIpumecs |0.07% /0,07%
RCT-3

“Any individual unidentified
impurity / Jlio6as eguHU4Has

Not more than 0.30 % / He Gonee 0,30 %

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

Cymma npumeceii

HeW IeHTUQ U LIPOBaHHas! BDL / perncrpanyy
NMpUMeCh
| Total impurities / 0.1%/0,1% R | Not more than 1.5 % / He 60see 1,5%

7 | Chiral purity / Xupaasnaa |Less than LOQ (LOQ: 0.0425%)
YHCTOTA Hwxe npenena konuiuecTBEHHOrO
onpegaenenus (ITKO : 0,0425%)

S-isomer - not more than 1.5 %
S-uzomep - He bonee 1,5 %

8 | Loss on drying / IloTeps B 3.5%1/3,5%
Macce MpH BLICYILIMBAHUU

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

9 | Microbial enumeration tests* / MukpoGro10oruyeckasi Yncrora=

| a) Total Aerobic Microbial Lessthan 10 CFU per 1 g
Count / Obiiee uncno Menee 1I0KOEB I T
a3pOOHBIX MUKPOOPraHU3MOB

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

Not more than 10> CFU per 1 g/
He 6onee 10° KOEB 11

OrcytctByeT B 1 T

b) Total Combined Yeast and Less than 10 CFU per 1 g/
moulds count / Ob11ee uncno Menee 10KOE B 1T
JPOXOKEBBIX W TJIECHEBBIX
rpuboB

| ¢) Escherichia Coli ' R Absent in 1 gram/

Shell be absent in 1 gram /
OtcytctBHE B 1 T

Remarks : The Product confirms to ND/
Ipumeuanne: [ponykr coorsercrpyeT TpeboBanusam HJT
7

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by / “Checked by /
IlogroropneHo: IIpoBepeHo; =2

Approved by: Manager/Executive /
OnoGpeno: Menemxep / PykoBoauTeb
y

Date / Q- Yo BDate/
Jara: JlaTa: Dl- 0%~ 2023

Date / 33 53
Jara:




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
[TponykT: Annepsali TabneTkH, NOKPHITLIE NJ1EHOYHON 000JI0UYKOMH, 5 MT

Batch No / : C2310245 Batch Quantity / : 1040300 tab /
Cepust Ne O6bem cepum 1040300 Tab
Analytical Report No / : 890001684924 Date of Analysis / : 30/08/2023
AHanuTHyeckuii otuet Ne - o Jara ananusa

Date of Manufacture / 1 07/2023 Date of Expiry / : 06/2026

Jlata npou3BoACTBa [onen ao

| Analysis performed according ND: / Anann3s nposeaen no HJI: JITI-Ne(001333)-(PI'-RU)-251022

Page 4 of 4/ Ctp. 4 u3 4

10 | Uniformity of dosage units / 1.7/1,7 Acceptance value (AV) should not be more
OaHOPOAHOCTD A03MPOBAHNS than 15.0. / Ilokazatenb npueMIeMOCTH
(AV) nomxeH ObITh He 6onee 15,0.
11 | Assay / KonnuecTBeHHOE B 5.00 mg/ 5,00 mMr Between 4.75 mg and 525 mg of
onpejenenue levocetirizine dihydrochloride per tablet. /

Ot 4,75Mr po 5,25Mr JieBoLCTHpPU3HHA
JIIUTHAPOXJIOpUA B TabneTke.

12 | Packaging / YnakoBka 10 tablets in (PA/AI/PVC) foil/aluminum foil blister. 3 blisters and a patient
information leaflet in a carton pack. / TTo 10 Tabnerok B 6muctep uz (ITA/AJI/TIBX)
donbru / antomuuneBolt gonbru. I1o 3 Gnucrepa BMecTe ¢ TMCTKOM-BKIA/bIIIEM B
nayKky KapTOHHYIO.

* 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. /

* TIpOBOANTCS NMPOM3BOAUTEIIEM TIPH BHITYCKE MEPUOAMYECKH (C MHTEPBAIOM OLHO MCIbITAHME Ha 10 cepuii unu He
meHee | pasa B roa). [lokaszatenb MoxeT GbITh HE BKIOYCH B CEpTUGUKAT aHann3a GUPMBI.

API name / Hanmenosanne ADC: ‘ Levocetirizine dihydrochloride / JleponeTnpisnza Auru ApoXIop
INN / MHH: B Levocetirizine / JleBoueTupusun

API manufacturer batch number / ACQHO000568

Homep cepun npousBoantess ADC:

FP Manufacturer API Batch number / FCQAO00937

Homep cepun cy6cTaHIIHM
| npoussoanTens I'JID:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponsgoantens A®C, cTpana: | J-p Pennn’c Jlaboparopuc Jlta., Unnns

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Iponykr coorBeTcTBYeT TpeGoBanusivm HJJ 3akmoyenne: OJJOBPEHO

Prepared by / / T Checked by / Approved by: Manager/Executive /
[loarotoBneHo: /"V HPOBepeHU(__ [ J \jrﬁﬁ Opo6peHo: Menemxkep / PykoBoanTeb
Date / ~oé ) o) 4 Date/ Date / Ty 08-S

Jlara: =/ JlaTa: S1~06~2023 | nara: e




