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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Product : Allerway film-coated tablets 5 mg
Mpoaykr: Annepssii TabneTky, NOKPHITHIE IIEHOYHOH 060JI0UKOM, 5 MT
Market / PoiHok : Russia/ Poccus
Batch No. / . Batch Quantity / . 1040300 tab /
Cepusi Ne s C2409627 Pasmep cepun * 1040300 tab
Analytical Repourt No. / . 890001751471 Date of Analysis / . 23/07/2024
Anagutndeckuii oruet Ne Jata aHanu3a
Date of Manufacture / . 28/06/2024 Date of Expiry / . 31/05/2027
JaTa npon3BoacTBa T'ogen go
Mfg. License No. /
ITpousBoacTBeHNnan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT"-RU)
anueHsus Ne
Analysis performed according ND No / Ananus nposenen no HJ[ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) ot 15.11.23
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Ne Test / Ilokazarean

Result / Pe3yasTaThl

Specification / Hopma

1 | Appearance / Onucanue

2 | Identification
Levocetirizine/
Unentudpuxanus
JleBOUETHPH3HH

Average weight /
Cpennsis macca

“

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. / OBajbHEIE
JIBOSIKOBBIMYKJIbIE TabneTKH,
MOKPBIThIE TUIEHOYHOU 060/10uKOMH
6enoro 1Bera, ¢ OMHOH CTOPOHBI
rnagkde, Ha  Jpyrodl  CTOpPOHE
rpasupoBka «R 5». Ha nonepeunom
paspese spo Genoro 1gera.

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. / OBalbHbIE ABOSKOBBIMYKJIbIE
TabNeTKH, TMOKPBIThIE TIEHOUHOH 060JI0YKOM
Gemoro wnu moutH 6ejoro UBeTa, C OJHOM
CTOpOHBI T[JIaJIKHE, Ha JOPYroi CcTopoHe
rpaBupoBka «R 5». Ha monepedyHoMm paspese
AApo ot Genoro 1o mouTH HeNoro LBeTa.

Complies as prescribed /
CooTBeTcTBYET TpeGOBAHUSAM

134.01 mg/ 134,01 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 ynepxuBaHus
OCHOBHOTO NHKAa Ha  XpoMmarorpamme
HCTBITYEMOIO pacTeopa JOJDKHO
COOTBETCTBOBATh BpPEMEHH  YIEepPKUBaHHA
OCHOBHOTO IHKa Ha XpOMaTorpaMMe pactTBopa
CTaHHZapTHOro  obpasua JeBOLETHPU3MHA
aurugpoxnopuna (pazaen «KonuuecTBeHHOE
onpeneneHuey).

| 133.25 mg + 4% (between 127.92 and 138.58

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

4 | Disintegration /
Pacnagaemoctnb

4 min / 4 MuH

Not more than 15 min / He 6onee 15 MuH

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoayxT cooTBeTcTBYEeT TpeboBaHmsiM HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IMogrorosnexo: [Tposepengr p O\ ~7 Onobpeno: Menemkep / PykoBonutens
2 A >

Date / Joy <o W | Date / _ Date / g 9n o

Jara: % Iara: 26-07-20 2Y | Nara: .
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product : Allerway film-coated tablets 5 mg
Ipoayxr: Anniepsaii TabneTku, NOKPHITHIE IIEHOYHOM 060104KOif, 5 Mr
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1040300 tab /
Cepus Ne P €2409627 Pa3mep cepun " 1040300 Tab
Analytical Repourt No./ . 890001751471 Date of Analysis / . 23/07/2024
AHanuTHYecKrii oTyer Ne JaTa ananusa
Date of Manufacture / . 28/06/2024 Date of Expiry / . 31/05/2027
JlaTa npousBoacTea T'ogen no
Mfg. License No. /
IMpousBoacTBenHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
Jnuen3ust Ne
Analysis performed according ND No / Ananu3s nposeaen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JIII-Ne(001333)-(PI'-RU) ot 15.11.23
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5 | Dissolution / PacTBopenue

| NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min. / He menee 80

% (Q) oT HOMUHAJIBHOTO COAEPXAHMS

JeBOLETUPU3HHA AUrUApoxiopuaa uepes 20
MUH.

Unit-1/ Tabin.-1 97 %
Unit-2 / Ta6n.-2 90 %
Unit-3 / Taba.-3 90 %
Unit-4 / Tabn.-4 95%
Unit-5 / Tabn.-5 95 %
Unit-6 / Tabn.-6 98 %

6 | Related Substances / PogcTBeHHbIe IpUMeEcH

Impurity A /Tlpumecs A

Impurity B / IIpumecs B

Impurity C/ ITpumecs C

Impurity D / [Tpumecs D

Impurity E / Ilpumecs E

Impurity F / [Tpumecs F

Impurity RCT-3 / Ilpumecs
RCT-3

Not detected / He obHapyxeHa

0.03%/0,03%

Not detected / He o6HapyxeHa

Below LOQ (LOQ =0.004 %) /
Hwke npenena KONM4ECTBEHHOTO
onpeaenenus (IIKO = 0,004 %)

0.03% /0,03%

Below LOQ (LOQ =0.047 %) /
Huke npenena KOIMYECTBEHHOTO
onpeaenenus (IIKO = 0,047 %)

0.10%/0,10%

Not more than 0.4 % / He 6osee 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 %

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

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpoaykr coorseTcTBYeT TpeGoBaHHsM HJ

Conclusion : APPROVED /
3aknwuyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosnexo: Hposepem@mﬂ Onobpeno: Menemxep / PykoonuTensb
Date / [ Date / 5 } Date /
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
Hpoaykr: Annepeaii TabreTkn, NOKPHITHIE INIEHOYHOM 0BONIOYKOA. 5 M

JaTa npousBoacTea

Tonen go

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /
Cepus Ne + (2409627 Pa3mep cepun * 1040300 Tab
Analytical Repovrt No. / . 890001751471 Date of Analysis / . 23/07/2024
AHanuTHyeckuii oTyer Ne JlaTa anannia

Date of Manufacture / . 28/06/2024 Date of Expiry / . 31/05/2027

Mfg. License No. /
IlpoussoacTBennas
anuenszusg No

: 59/RR/AP/97/F/R

MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)

[JITT-Ne(001333)~-(PT-RU) ot 15.11.23

Analysis performed according ND No / Anaan3 nposexen no HJ Ne: JITT-Ne(001333)-(PI'-RU) dt. 15.11.23 /
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Any individual unidentified
impurity / Jlobast eanHn4Has
HEeUAEHTUQULIMPOBAHHAS
npuMech

Not detected / He obHapyxeHa

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

Total impurities /
Cymma npumeceii

0.2 %/0,2 %

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

S-isomer — not more than 1.5% /

7 | Chiral purity / Xupaasnas |Below LOD (LOD = 0.0138 %) /
YHCTOTA Huxe npenena obuapysxenus (IO = | _ N
0,0138 %) S-uzomep — He bonee 1,5 %
8 | Loss on drying / Iloteps B 2.2%/12,2% Not more than 6.0 % / He 6onee 6,0 %
Macce IPH BbICYIIHBAHHH |
9 | Microbiological purity*/ MukpoGuosioruueckas 4ucrora*

a) Total Aerobic Microbial
Count / Ob1uee yucio
a’pOOHBIX MUKPOOPTaHH3MOB

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

Not more than 10° CFU/g /
He 6onee 10° KOE/r

b) Total Combined Yeast and
moulds count / Ob1iiee yncIo
JIPOSOKEBBIX U MJIECHEBBIX
rpuboB

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

Not more than 10 CFU/g /
He 6onee 10> KOE/r

¢) Escherichia Coli

Absent in 1 gram /
OtcytctByeTrB 1 T

Shall be absent in 1 gram /
OrcyrctBue B I

10 | Uniformity of dosage units /

OaHOPOIHOCTD JO3UPOBAHHS

2.3/2,3

Acceptance value (AV) should not be more
than 15.0./ Ilokazarens npuemnemoctu (AV)

JokeH 6bITh He boiee 15,0.

Remarks : The Product confirms to ND/
Hpumeuanue: [IponykT cooTBeTcTBYET TpeGoBaHmsam HJI

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Tlposelael-lmﬂ Onobpeno: Menemkep / PykoBonutens
Date / ; 2w Date / Date / AL g AN
Iara: % il Jlata: 26~07- 2021 Jata:
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CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A
Product : Allerway film-coated tablets 5 mg
| TTpoaywr: Annepsaii Tabaerki, NOKPBITHE INIEHOYHOH 0607104KOM, 5 MI
Market / PoiHok : Russia/ Poccus
Batch No. / . Batch Quantity / . 1040300 tab /
Cepusi Ne i C205500 Pasmep cepun " 1040300 Tab
Analytical Repovrt No. / . 890001751471 Date of Analysis / . 23/07/2024
AHanuTHYeckmii oTuet Ne JlaTa anaau3a
Date of Manufacture / . 28/06/2024 Date of Expiry / . 31/05/2027
JlaTa npon3BoacTBa T'ogen no
Mfg. License No. /
IIponsBoacTBenHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JHUEeH3Hs Ne
Analysis performed according ND No / Anains nposeaen mo HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /
|JITT-Ne(001333)-(PT-RU) ot 15.11.23

Paged4 of 5/ Crp. 435

11 | Assay / KosinuecTBeHHOE

' Between 4.75 mg and 5.25 mg of

4.95mg/ 4,95 mr
levocetirizine dihydrochloride per tablet. /

carton

aluminum foil blister. 3 blisters with
patient information leaflet in a

6nuctep uz (ITA/AJI/TIBX) donbru
/ amomuHueBoit Qoneru. Ilo 3
6ructepa BMecTe ¢ MHCTpYKLIKEH 1o
pUMEHEHHIO
BKJIAZIBIILIEM) B [1AYKY KapTOHHYIO.

onpejaesieHue
Or 4,75 Mr pmo 5,25 Mr JeBOLETHpPH3HMHA
JUTHAPOXJIOpUIA B TabneTke.
12 | Packaging / YnakoBka 10 tablets in a (PVC/AI/PVC) foil / | 7 or 10tablets in a (PVC/AI/PVC) foil /

aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a carton pack.

/ Tlo 7 unu 10 Tabnerok B 6Gnucrep wus
(TTA/AJI/TIBX) ¢onbrd  / agrOMUHHEBOM
¢donsru. Ilo 1, 2 umn 3 GaucTepa BMecTe ¢
HHCTPYKIKEH 10 NpPHMEHEHHIO (JIHCTKOM-
BKJIAJIBIIIIEM) B TAYKY KAPTOHHYIO.

pack. / Tlo 10 TabneTox B

(mucTKOM-

* 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).

The indicator may not be included in the firm's certificate of analysis.
* [IpoBoaMTCSA NPOU3BOIUTENEM NPU BBIITYCKE IEPHOANYECKH (C HHTEPBAOM OJHO UCTbITaHuE Ha 10 cepuil unn He Menee 1 pasa B ron).

[Toxasarens MOXET OBITH HE BKJTIOUEH B cepTUdMKAT aHAH3a GUPMBI

API name / HanmenoBanue ADC:

Levocetirizine dihydrochloride / JleBoueTHpu3HHA JUIHAPOXIOPU

INN/MHH:

Levocetirizine / JleBoueTHpH3KUH

| nponsBoauTes I'JIdD:

API manufacturer batch number /

Howmep cepum npoussoantens ADC: ACQE0228
FP Manufacturer API Batch number /

Homep cepun cy0cTanmmn FCQA02968

API Manufactured by & country /
IIpoussoaurenn APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu’c Jlabopartopuc Jita., Muaus

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HanmenoBanmne, agpec 1 Homep
JMHUOEH3HN TJI0IAIKH,

Survey Ne41, (Formulations Technical Operations - Unit-11I), Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),
Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License
No 59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IponykT coorBeTcTBYET TpeboBanusm HJJ 3axarouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: ITpoeepen / Opobpeno: Menemxep / PykoBonuTeb

. - - >
Date / | oW [Date/ Date / s
Hara: % ~o Hara: 26-07- 2024y | Oara: LN
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CEPTHDPUKAT AHAJIU3A
Product : Allerway film-coated tablets 5 mg
MpoayxT: AniepBaii TAGETKH, MOKPBITHIE MNEHOYHON 0BOAOKOI, 5 Mr
Market / Poinox : Russia / Poccust
Batch No. / . Batch Quantity / . 1040300 tab /
Cepun Ne  C2409627 Pa3mep cepuu * 1040300 Tab
Analytical Repovrt No./ . 890001751471 Date of Analysis / . 23/07/2024
AnanuTHuecKHii oTueT Ne JlaTta anaauza
Date of Manufacture / . 28/06/2024 Date of Expiry / . 31/05/2027
JaTta npousBoacTBa T'oaen no
Mfg. License No. /
IpouzBoncTBennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JauneH3ns Ne
Analysis performed according ND No / Ananus nposeaen no HJ[ Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PT'-RU) ot 15.11.23
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OCYyUIeCTBJISAIOIEH Vyacrtok Ne 41, (ITpouseoncTeenHoe noppasaenenue-111), bauynanmu
NPOH3BOACTBO/KOHTPOJIb Bunnamx, basynannn Mangan, Menwan Mankamkriupa JIucTpukT,
kavecTBa/Bhinyck ['JID / bauynannu (B), bauynannu (M), Menyan-Mankamxrupd (1), wrar

Tenanrana, Unnus (JInuensus Ne 59/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.

3akimo4eHne 0 COOTBETCTBUM: «HacToAKMM 5 MOATBEPXKAAl0, YTO NPUBEACHHAS Bbille HHGOPMAIKs ABNSETCS JOCTOBEPHOM
¥ TOYHOM. DTa cepusl NPOAYKLHH NPOU3BeAEHA (BKIOYAs YIAKOBKY (MapKHPOBKY) M KOHTPOJIb KAYECTBA) HA BBILIEYKA3aHHOM
MPOU3BOJCTBEHHOW TNJoOWaake (IUIOIAAKax) B [OJHOM COOTBETCTBUH ¢ TpeGoBaHWAMH [IpaBui  Hajnexauiei
npoussoacTeeHHod mpaktuku (NeGMP-01887/21/IN or 28 ampens 2021) u TpeGOBaHHSIMH KOHTPOJS KayecTBa
JIEKApCTBEHHBIX CPEJICTB, 4 TAKXKE B COOTBETCTBHU CO CNEUMGHKALMAMH, COACPKALIUMHUCS B PErHCTPALHOHHOM J0ChE
CTpaHbI-MMIIOpTEPA. 3alUCH MO MPOU3BOICTBY, YNMAKOBKE M aHaNW3y TPOBEPEHBl, M YCTAHOBJIEHO HX COOTBETCTBHE
TpeboBanusM [Ipasun Hagnexareil Mpou3BOJCTBEHHOMN MPAKTUKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [TpoaykT cooTBeTCTBYET TpeGoBaHusM HJT 3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroseHo: [IposepeHos ,) .., Onobpeno: Menemxep / Pyk_ggnmeﬂb
Date / ‘ Date/ Date / G -0 ey
Jara: 21@ ~0 -',}_'%"l/"l Jlara: 26~07~ 20744 | Nara:




