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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHDOHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
IMpoayxT: AynepBaii TaGNeTKH, NOKPHITHIE MIIEHOUHOH 060JI0UKOl, 5 Mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /

Cepnst Ne A Pasmep cepuu 1040300 Tab ]
Analytical Repovrt No./ . 890001811313 Date of Analysis / . 20/05/2025

AHaanTuYyecknii oTyer Ne Jara ananan3za

Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028

JlaTa npousBoacTea T'open go

Mfg, License No. /

MponssoacTeenHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)

JmueHsus Ne

Analysis performed according ND No / Ananus nposeaen no HJI Ne: JIII-Ne(001333)-(PI'-RU) dt. 15.11.23 /

JIN-Ne(001333)-(PI'-RU) ot 15.11.23

Pagelof6/Ctp.1u36

Ne Test / ITokazaTenn

Result / Pe3yapTaThl

Specification / Hopma

1 | Appearance / Onncanue

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. / OBanbHbIE
JIBOSIKOBBITYKJIBIE TabneTKy,
HOKPBIThIE MNJCHOYHOH 060M09KOM
6enoro 1BeTa, ¢ OAHOW CTOPOHBI
rajKkde, Ha Jpyrod  CTOpOHe
rpaBupoBka «R 5». Ha nonepeunom
paspese sapo 6enoro nsera.

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. / OBanbHbIC ABOSIKOBAITYKIIBIE
TabJIETKH, TOKPBIThIE MIEHOYHOH 0600uKOil
6enoro unM moutd Oeyoro IBeTa, ¢ ONHOM
CTOpOHBI [Nafkue, Ha ApPYrodl CcTopoHe
rpasupoBka «R 5». Ha monepeunom pazpese
spo oT 6enoro A0 nMovTH 6€JI0ro LBeTa.

Identification
Levocetirizine/
HNaenTndgukanns
JleBOLIETHPH3HH

Complies as prescribed /
CootBeTcTBYET TpeOOBaHUAM

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 ynepxuBaHus
OCHOBHOTO MNHKa Ha  XpoMmarorpaMmme
UCTIBITYEMOTO pactBopa JIOJKHO
COOTBETCTBOBATH BPEMEHHM  yHEpKHBAHUS
OCHOBHOT'O THKa Ha XpOMAaTOTrpaMMe PacTBopa
cTaHJapTHOro obpasua JIeBOIlETUPU3HMHA
auruapoxnopuja (pazaen «KonnuecteeHHOE
OnpeAcNeHNe»).

Remarks : The Product confirms to ND/
Hpumeuanne: IIpogykr coorsercTByeT TpeboBanusaM HJJ

Conclusion : APPROVED /
3axurouenue: OJIOBPEHO

B )
Prepared by / Checked by / P L~ | Approved by: Managerw
IToarorosneno: [ ponepca-iW Onobpeno: %Ieﬂenmep / PyxoBoguTtenn
B -4,
Date / Date / S - D oadt Date / =
Jara: 2 -0 f -0 Tata: 24 ~ Mata: 2 hreg “




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

[Product : Allerway film-coated tablets 5 mg
Mponykr: Annepraii TabneTku, MOKPHITHE IIEHOYHOM 060I04KOM, 5 MT

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /

Cepna Ne e Pa3mep cepun * 1040300 Tab

Analytical Repog‘t No./ . 890001811313 Date of Analysis / . 20/05/2025

AHaauTHYeCKH i oTyeT No Jlara anaausza

Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028

JaTta npoussoacTsa Topen no ]
Mfg, License No. /

IpoussoacTBeHHAs ¢ 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PT-RU)

aunensus Ne

JII-Ne(001333)-(PT-RU) ot 15.11.23

Analysis performed according ND No / Auanns nposeaen no HJ Ne: JIII-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page2 of 6/ Crp.2 m3 6

3 | Average weight /
Cpennsist Macca

134.80 mg / 134,80 mr

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

4 | Disintegration /

S min/ 5 MuH

Not more than 15 min / He 6onee 15 mun

PacnagaemocTh
5 | Dissolution / PacTBopenue Unit-1 / Ta6n.-1 99 % NLT 80% (Q) of label claim of levocetirizine
Unit2 / Tabn.2 98 % f’hhydrochlonde after 20 min. / He menee 80
% (Q) OT HOMHHANBHOTO COAEPKAHUS
Unit-3 / Tabn.-3 100 % | AeBoueTHpU3MHA Auruapoxiaopuna uyepes 20
Unit-4 / Tatn.-4 99 % | M
Unit-5 / Tabn.-5 99 %
Unit-6 / Tabn.-6 97 %

6 | Related Substances / Popcreennnie npuMecH

Impurity A /IIpumecs A

Impurity B / [Ipumecs B

Impurity C / ITpumecs C

Not detected / He oOHapyxKeHa

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

0.01%/0,01%

Not detected / He 0OHapy:keHa

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

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

Remarks : The Product confirms to ND/
Ilpumeyanne: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3akmiouenue: OJJOBPEHO

® »
Prepared by / Checked by / Approved by: Mana ger(@:uti@
IToAroTOBNEHO: & Hpnacpeﬂ% Ono6peno: Merekep / PykosoanTes
Date / Date / - Date / o e -
- 245 ~ Q2 o4 2 \UroX ~ 2on
Jara: Wt o5 ~loay™ Hata: 7 = Jlara: ﬂ:-b 4 ol
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Dr.Reddy’s Q:.'

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
Mpoxykr: Annepsaii TaGneTKH, TOKPHIThIE NIEHOYHOH 000JIOUKO#, 5 MT

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /

Cepns Ne e Pasmep cepnu * 1040300 tab

Analytical Repo“rt No./ . 890001811313 Date of Analysis / . 20/05/2025
AHanuTHyecKHii otuer Ne JlaTa aHaansa

Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028

JaTa npon3BoacTBAa T'onen po

Mfg. License No. /

[ poussoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
NuueH3us Ne

JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Analysis performed according ND No / Anaaun3s nposegen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page3 of 6/ Crip.3 3 6

Impurity D / ITpumecs D

Impurity E / TTpumecs E

Impurity F / [Tpumecs F

Impurity RCT-3 / Tlpumecs
RCT-3

Any individual unidentified
impurity / Jlrobast equHUuHAS
HEHACHTHPUIIMPOBAHHAS
IpUMeCh

0.01%/0,01%

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

Below LOQ (LOQ =0.023%) /
Hmwke mnpegena KoOJIMYECTBEHHOIO
onpeaenenus (IIKO = 0,023 %)

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

Below LOD (LOD = 0.014%) /
Husxe npenena obHapyxenus (110 =
0,014 %)

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

0.06% / 0,06%

Not more than 0.30 % / He 6o1ee 0,30 %

Below BDL (BDL= 0.05 %) / Hixe
nopora peructpanuu (ITP =0,05 %)

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

Total impurities /
Cymma mpumeceit

0.1 %/0,1 %

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

7 | Chiral purity / Xupaabuas
YHCTOTA

Not detected / He obHapyxeHa

S-isomer — not more than 1.5% /

S-uzomep — He Gonee 1,5 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpameuanue: IIponykT coorBeTcTBYET Tpeboauusm HJJ 3akimouenne: OJOBPEHO

1
Prepared by / Checked by / ﬂ/f,’; Approved by: Managm@:culiv@’
HoxnrorosneHo: ﬂpoﬂepe%/ Onobpeno: Menemixep / PykoBoanrens
Date / Date / . . 4Date/ a3
Tara: W -oS-los | 2475202, 2 urogr2ong”




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

[Product : Allerway film-coated tablets 5 mg
Mpoayxr: Annepsai TabiaeTky, HOKPHITHE INIEHOYHOH 060JI0YKOM, 5 MT

Market / PriHoK : Russia / Poccust

Batch No. / . (2505336 Batch Quantity / 1040300 tab /

Cepus Ne ) Pasmep cepun * 1040300 Tabd

Analytical Repovrt No./ . 890001811313 Date of Analysis / . 20/05/2025
AHasuTHYecKHil oT4er No JaTta ananuza

Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028

Jata npoussoacTsa Topen no B

Mfg. License No. /

NpounssoacTeeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)
Juuen3nus Ne

JITI-Ne(001333)-(PT-RU) oT 15.11.23

Analysis performed according ND No / Ananus nposeaen nmo HJ Ne: JITI-Ne(001333)-(PT'-RU) dt. 15.11.23 /

Page40of 6/ Crp.4 u3 6

8 | Loss on drying / IloTeps B 1.9%/1,9% Not more than 6.0 % / He 6onee 6,0 %
Macce NpHU BLICYIIHBAHHN
9 | Microbiological purity*/ Muxpo0uoJornyeckast 4ucrora*
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10° CFU/g /
Count / Ob1iee uncio Menee 10 KOE/r He 6onee 10° KOE/r
a3poOHBIX MEKPOOPraHH3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 10° CFU/g /
moulds count / O6uiee yucao Menee 10 KOE/r He 6onee 10> KOE/r
JIPOMOKEBBIX M TJIECHEBBIX
rpuboB
¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OrcyrctByeTB 1T OtcyrctBue B 1 1
10 | Uniformity of dosage units / Acceptance value (AV) should not be more
OaHopoaHocTh than 15.0./ Tloka3zaTens npueMiaemoctd (AV)
22/2,2
JI03UPOBAHHSA IoJpKeH ObITh He 6onee 15,0.
11 | Assay / KosnuecTBeHHOe Between 4.75 mg and 525 mg of
onpejejieHue 4.92 mg/ 4,92 mr levocetirizine dihydrochloride per tablet. /
Ot 4,75 mMr jgo 5,25 Mr mneBOUETHPU3HHA
JUCHAPOXJIOpUA B TaONETKE.

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt cooTBeTCTBYET TpeboBanusM HJJ

P

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by ez , 2~ Approved by: Manager{Executi \ie:)
[MoaroroneHo: @ F[pnaepel-lg > Onobpeno: Menemkep / PyKoBOAMTENb
(o3
Date / Date / ' o Date / il
- -~ - 20
Jlara: Y oS =Vos Jara: 9'4 5 ~2225 Hara: SRR O 5l




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIN3A

]Troduct : Allerway film-coated tablets 5 mg

Mpoaykr: AnnepBsit TaGNETKU, OKPHITIE MIIEHOYHOH 060JI0UKOM, 5 Mr

Market / Poinok : Russia / Poccns

Batch No. / . Batch Quantity / . 1040300 tab /

Cepun Ne g E0 Pa3mep cepun * 1040300 Tab

Analytical Repovrt No./ . 890001811313 Date of Analysis / . 20/05/2025
AHannTuyecknii oTyer No Harta aHanu3za

Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028

JaTa npoussoacTBa Togen mo B
Mfg. License No. /

INpowussoacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PT-RU)
JuneH3us Ne

Analysis performed according ND No / Ananu3s nposeaen no HJI Ne: JIIT-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI-RU) ot 15.11.23

PageSof6/Cip.5u3z 6

——

12 | Packaging / YnakoBka

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / ITo 10 Ttabnerox B
omucrep uz (ITA/AJI/TIBX) donbru
/ amomuuueBoit Qoneru. Ilo 3
6arcTepa BMeCTe ¢ UHCTPYKIUel 1o
IpHMEHEHHIO (cTKOM-
BKJIA/IBIIEM) B IAYKY KAPTOHHYIO.

7 or 10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a carton pack.

/ Tlo 7 unn 10 Tabnerox B OGaucrep u3
(ITA/AJI/TIBX) donerd /  anroMHHHEBOH
doneru. ITo 1, 2 nnu 3 Gnucrepa BMecTe ¢
WHCTPYKUMEH 110 TMPHUMEHEHHIO (JIACTKOM-
BKJIA/IBIILIEM) B NTAYKy KapTOHHYIO.

The indicator may not be included in the firm's certificate of analysis.
* [IpoBOAHMTCS IPOU3BOAMNTENEM NPH BBINYCKE HEPHOANUECKH (C HHTEPBAIOM OJHO HcnbiTaHue Ha 10 cepuit nian He Mexee 1 pasa B ron).

INoxasaTens MOKET ObITE HE BKIIOYEH B cepTUdUKaT aHanu3a GUpMel

* It 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).

API name / HaumenoBanue ADC:

Levocetirizine dihydrochloride / JleBoueTupusHa AUrHAPOXIOPHULI

Levocetirizine / JleBoueTHpH3uH

INN / MHH:

API manufacturer batch number / ACSH000129
Homep cepun npoussoantenss ADC:

FP Manufacturer API Batch number / FCSA00118

Homep cepun cy0cTanmun
npoussoautens I'JID:

API Manufactured by & country/
IpousBoautenr ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennwn’c Jlabopatopuc JIta., Unaus

Remarks : The Product confirms to ND/
Ilpumeuanue: IIpoaykt cooTBeTcTBYET TpeboBauusm HJL

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by / Checked by./ ﬁfﬁ Approved by: Manager@guﬂ \ig)

[NoaroTosneHo: llpuaepe@,/ OnobpeHo: I\%‘Hemkep / PyxoBoznutens
;}?_1—,

Date / Date / -O%G-202 « | Date/ : >

Tlara: 24~05 ~Lo L™ | Jara: 0/4 =) Jara: LaroX s 2028




CERTIFICATE OF ANALYSIS

Dr.Reddy’s ":'

CEPTUDPUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
Ipogykr: AnnepBsii TabneTku, MOKPLIThIE TIEHOYHO 060IOYKOH, 5 Mr
Market / Potnok : Russia / Poccus
Batch No. / Batch Quantity / 1040300 tab /

: C2 :
Cepust Ne C2805356 Pazmep cepun © 1040300 tab
Analytical Report No. / X Date of Analysis /
AHaauTHYeckHui oTuyeT Ne 4 CH000IBIIEIE data aHaaH3a e
Date of Manufacture / . Date of Expiry /
Narra npossponerss : 03/04/2025 Tozen 10 : 31/03/2028
Mfg. License No. / a
HpoussoacTeenHas : 59/RR/AP/9T/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
Jmuensus Ne
Analysis performed according ND No / Ananus nposeéaen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

[JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Page60of 6/ C1p.6 3 6

. Survey Ned1, (Formulations Technical Operations - Unit-III),
g;?ne;;:g l;ifls;iz;t:i(t):l/znglltlrzosf:: / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Release site / Bachupally (V), Bachupatlly (M), Medchal-Malkajgiri (Distr.), Telangana
HanmenoBanye, axpec i HOMep State, India (License No 59/RR/AP/97/F/R)

e IIJIOII;HI(KH Vuactok Ne 41, (IlpousBoacteenHoe noapasaenenue-1IT), Bauynannu
ocymecTBasmomei ’ Bunnamx, bauynannm Manzgan, Meayan Mankamxrups JJUCTpukT,
HONSE G0/ KORTONE, bauynannu (B), bauynannu (M), Meauan-Mankamkrupu (), wrart
kauectsa/Bbmyck TJID / Tenanrana, Uaaus (Jluuensus Ne S9/RR/AP/97/F/R)

|

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with
the GMP requirements (No. GMP-01887/21/IN dt. 28 April 2021) and requirements to the medicinal quality and with the
specifications in the Marketing Authorization dossier of the importing country. Production, packaging and testing records are
verified and their compliance with Good Manufacturing Practice.

3aknroueHHe 0 cOOTBETCTBHH: «HacTosuum s moATBepkKaat0, 4YTO NPUBEICHHAS BBILE HHGOPMALIUS SBISETCS NOCTOBEPHOM
¥ TOYHOM. DTa cepus MPOAYKIIMH NpoU3BeAeHa (BKIIIOYAs YITAKOBKY (MAPKUPOBKY) U KOHTPOJIb KA4eCTBA) Ha BBILIICYKa3aHHOM
NPOM3BOACTBEHHOH mowmaake (MolIazkax) B TMOJHOM COOTBETCTBMHM ¢ Tpebopanusivu IlpaBun Hamnexautei
npou3BofcTBeHHOH mnpaktiku (NeGMP-01887/21/IN ot 28 ampens 2021) u TpeboBaHMSAMH KOHTPOJIS KadyecTBa
JIEKApPCTBEHHBIX CPEJCTB, & TAKKE B COOTBETCTBUU CO CHEUH(UKALMAMHY, COACPKAMIUMUCA B PETHCTPALMOHHOM [OChE
CTPaHbI-UMIIOPTEPa. 3aluCH 1O TPOU3BOJCTBY, YMAKOBKE M aHAM3y IPOBEPEHBl, U YCTAHOBJIEHO HX COOTBETCTBUE

tTpebosaHusaM [paBun Hagexamell TPON3BOACTBEHHOMN MPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeuanne: IpoaykT cooTBeTcTBYET TpeboBanusm H]J 3axaovyenune: OJJOBPEHO
1P

Prepared by / & Checked by / =~ | Approved by: Mﬁnagcr@ecuti\:@)
[NoaroTosneHO: [Tposepeno; 3 _ Onobpeno: Meremxkep / PykosoanTens
/ = N§4

Date / Date / e Cx Qo2 Date/ LYV
Iara: it ox —W\vs | Jara: 24 = Jata: oS- 202"




