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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIMU3A

Product : Allerway film-coated tablets 5 mg
[ ITpoayxT: Annepsaii TabaeTKH, MOKPbITbIE MIEHOYHOI 00010YKOMH, 5 MT

Market / PoiHOK

: Russia / Poccus

JHIEeH3uA No

Batch No. / . C2505951 Batch Quantity / . 1040300 tab /

Cepus Ne ) Pa3zmep cepuu " 1040300 Tab

Analytical Repo“rt No./ . 890001815654 Date of Analysis / . 11/06/2025
AnagnTHYecKHii oTyeT Ne Jata ananuza

Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028

Jarta nponsBoacrea T'ogen ao -
Mifg. License No. /

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

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

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

Page1of 6/ Cip. 1136

Ne Test / Iloka3zarean

Result / Pe3yabTaThi

Specification / Hopma

1 | Appearance/ Onucauue

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. / OBajbHbIC
JBOSIKOBBITIYKJIbIE TabneTkyu,
NOKPHITbIE MJIEHOYHOH 0605109KOH
6enoro 1LBera, ¢ OAHOH CTOPOHBI
[JIajKkUe, Ha Jpyrod  CTOpOHE
rpaBupoBka «R 5». Ha nonepeunom
paszpese aapo Oenoro npera.

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. / OBayIbHBIE NBOSKOBBIYKIIBIE
TabJIETKH, MOKPBITHIE IICHOUYHOM 060J04YKOMH
Oenoro UMM moutH 6eNoro 1BeTa, ¢ OJHOM
CTOPOHBI TIJafKUe, Ha JApyrodl CTOpoHE
rpaBupoBka «R 5». Ha momepewHom paspese
sapo oT 6en0ro 10 o4ty 6eoro LBeTa.

2 | Identification
Levocetirizine/
HUnentndukaumus
JleBoLeTHPH3HH

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 ynepxuBauus
OCHOBHOTO IIHKa Ha  XpoMarorpamme
UCITBITYEMOTO pacTBopa JOJKHO
COOTBETCTBOBATE BPEMEHH  yAEeP)KHBAHUS
OCHOBHOIO ITHKa Ha XpOMaTorpaMMe pacTBopa
CTaHAapTHOro  ofpa3ua JIeBOLETHPU3MHA
quruapoxiopuaa (pazaen «KonuyecTBeHHOe
oIpeleNIeHUE»).

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

-~

Conclusion : APPROVED /
3akmouyenune: OJJOBPEHO

’-Approved by: Manager/Executive /

Prepared by / 2l ~Cs Checked by - Cﬂy/&

TToAroToBNEHO: \C W Ca nposeptﬂm%{%ﬂ" Onobpeno: Menemxep / PykoBonutenb
37

Date / A Date / €00 25 | Date/ e
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
Ilpoaykr: AnnepBait TabneTky, MOKPHITHIE TUIIGHOYHOM 060I0UKOMN, 5 MT

Market / Prinox

: Russia / Poccus

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

Cepus Ne P Pasmep cepun 1040300 Ta6

Analytical Repovrt No. / . 890001815654 Date of Analysis / . 11/06/2025
AHanuTHYeCKHIi oTueTr No Hata anasmza

Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028

JaTa npon3BoacTBa T'open o

Mfg. License No./

ITpousBoacTBennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JHueH3us Ne

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

JITI-Ne(001333)-(PT"-RU) ot 15.11.23

Page2 of 6/ C1p.2 M3 6

133.25 mg + 4% (between 127.92 and 138.58

3 | Average weight / 133.96 mg / 133,96 mr
Cpeansig macca mg) /
133,25 mr =4 % (ot 127,92 1o 138,58 mr)
4 | Disintegration / 5 min/ 5 MuH Not more than 15 min / He 6onee 15 mun
Pacnagaemoctn
5 | Dissolution / PacTBopenue Unit-1 / Ta6n.-1 97 % NLT 80% (Q) of label claim of levocetirizine
Unit2 / Tabn2 94 % (()thhydrochlorlde after 20 min. / He menee 80
% (Q) OT HOMHHAJIBHOTO COAEPKAHUS
Unit-3 / Tabn.-3 96 % | nepoueTHpU3UHA AUTHApOXJopUaa uepes 20
Unit-4 / Ta6n.-4 5% |
Unit-5 / Tabn.-5 91 %
Unit-6 / Tabn.-6 93 %
6 | Related Substances / PoacTBeHHbIe NpHMeECH -

Impurity A / IIpumecs A

Impurity B / [Tpumecs B

Impurity C / [Tpumecs C

Not detected / He obHapyxeHa

Below LOQ (LOQ =0.008 %) /
Hmwxe mnpejena KOJHMUECTBEHHOTO
onpexenenus (ITKO = 0,008 %)

Not detected / He obHapyxeHa

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/
IIpumeyanne: IIpoaykt cooTBeTcTByeT TpeboBaHusM HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / u& QL Checked by~ _ ")V Approved by: Manager/Executive /
HoarorosneHo: G S [TposepeHs: /f Onobpeno: Menemxep / PykoBoaurens
Date / . s Date / G, - < | Date / -
Jara: \L-c€- LS Hara: 12 202 Jara: ya—0 6 W
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
Upoayxr: Annepsaii TabIeTKH, MOKPHITHIE NIEHOUHOM 060IOUKOM, 5 MT

Market / Poinok : Russia / Poccust

Batch No. / . C2505951 Batch Quantity / . 1040300 tab /

Cepua Ne ) Pa3smep cepun * 1040300 Tab

Analytical Repourt No. / . 890001815654 Date of Analysis / . 11/06/2025
AHanHTHYeCKHH oTyeT No Jara ananusa

Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028

JaTta npounssoacrea |T'oaen oo

Mfg. License No. /

IlpousBoacTBeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JuleH3usa Ne

Analysis performed according ND No / AHaau3 nposegen no HJI Ne: JITT-Ne(001333)-(PT'-RU) dt. 15.11.23 /

JII-Ne(001333)-(PT-RU) o1 15.11.23

Page30of6/Crp.3 36

Impurity D / Tlpumecs D

Impurity E / Ilpumecs E

Impurity F / [Tpumecs F

Impurity RCT-3 / Ilpumecs
RCT-3

Any individual unidentified
impurity / Jlro6ast exuHMYHas
HEeUAECHTUQUIIUPOBaAHHAS
pUMeCh

0.01%/0,01%

0.03%/0,03%

Below LOD (LOD 0.014 %) /
Hwxe npenena obuapyxenus (IO =
0,014 %)

0.04% / 0,04%

Below BDL (BDL~= 0.05 %) / Huxe
nopora peructpaunu (ITP =0,05 %)

Not more than 0.4 % / He Gonee 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 6onee 0,30 %

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

Total impurities /
Cymma npumeceit

0.1 %/0,1 %

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

Chiral purity / XupanbHast
YHCTOTA

Not detected / He o6HapyxkeHa

S-isomer — not more than 1.5% /

S-uzomep — He 6onee 1,5 %

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
Ilpameuanue: [IpoayxT cootBeTcTBYET TpeboBanuam HJJ

3akmovyenne: OJJOBPEHO

y)
“L.Approved by: Manager/Executive /

Prepared by /. ~(_. | Checked by oG
[MOAroTOBNEHO: \C W S\u [TposepeHo; /:/,/ Onobpeno: Menemxep / PyxoBoauTensb
Date / 3~ Date / , g Date /

\ A 1 DICE~ 2GS
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CERTIFICATE OF ANALYS

IS

CEPTHOHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

Hpoayxr: Annepeaii Tabnerki, NOKpITHE MIIEHOYHON 06OJOUKOM, 5 MT

Market / PoiHox : Russia / Poccus

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

Cepns Ne  €2205901 Paszmep cepun " 1040300 Ta6

Analytical Repovrt No./ . 890001815654 Date of Analysis / . 11/06/2025
AHaJHTHYecKHiT oTyeT No Jlata ananusza

Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028

JlaTa npousBoacTBa Togen ao -

Mfg. License No. /

IIpoussoacTBenuasn : 59/RR/AP/97/F/IR MA number: / Homep PY : JIIT-Ne(001333)-(PT-RU)
Jnuen3us Ne

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

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

Page40f6/Crp.4mu3 6

8 | Loss on drying / IloTeps B
Macce NPH BLICYIIMBAHHH

21%/2,1%

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

9 | Microbiological purity*/ MukpoGuoornyeckast 4HcTOTa*

a) Total Aerobic Microbial
Count / O611iee uncio
a3pOOHBIX MUKPOOPTaHU3MOB

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

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

b) Total Combined Yeast and
moulds count / O6uiee ymcio
JPOMOKEBBIX U TIJIECHEBBIX
rpuboB

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

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

c) Escherichia Coli

Absent in 1 gram /
OrcytctByeT B 1 T

Shall be absent in 1 gram /
OrcyrctBue B 1 1

10 | Uniformity of dosage units /
OagHopoaHOCTH
JO3HPOBAHHA

4.1/4,1

Acceptance value (AV) should not be more
than 15.0./ Tlokazatens npuemnemoctu (AV)
JnoJpkeH ObITh He 6onee 15,0.

11 | Assay / KonuyecTBeHHOE
onpejeleHne

4.89 mg /4,89 mr

Between 4.75 mg and 525 mg of
levocetirizine dihydrochloride per tablet. /
Ot 4,75 Mr go 5,25 Mr neBoueTHMpU3UHA
JIMrHIPOXJIOpHAA B TabneTke.

Remarks : The Product confirms to ND/
Ipumeuanune: [IpoaykT coorBercTByeT TpeboBaHusM HJJ

Conclusion : APPROVED /
3akiawuenue: OJJOBPEHO

7 "Approved by: Manager/Executive /

Prepared by / . “C - Checked by / - ‘:,C/-
[ToarotosneHo: t_("VWM S [poBepeno! % Onobpeno: Menemkep / PykoBoAUTENDb
Date / - Date / Date /

a - T B N R P
Tara: WW-ebwts | PR 120672025 | o \ L 0L -
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Dr.Red dY,S ‘.0. CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
Ipoaykr: Annepsait TabieTku, MOKPHITEIE MIIEHOYHOH 060I0UKOM, 5 MT

Market / PoiHok : Russia / Poccus

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

Cepusi Ne FIETSRoN Pasmep cepun " 1040300 Tab

Analytical Repoﬂrt No./ . 890001815654 Date of Analysis / . 11/06/2025

AHaauTnueckuii oryer Ne Hara anaausza

Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028

JaTa nponsBoacTea TConen 10 -

Mfg. License No. / '
HpoussoacTeeuHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)

JHueH3us Ne
Analysis performed according ND No / AHaau3s nposeaen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

JITI-Ne(001333)«(PT-RU) ot 15.11.23

PageSof 6/Crp.5u3 6

12 | Packaging / Ynakoeka 10 tablets in a (PVC/AI/PVC) foil / | 7 or 10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with | aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a | patient information leaflet in a carton pack.
carton pack. / ITo 10 tabnerox B |/ Ilo 7 wumu 10 Tabnerok B Gnuctep u3
6nucrep u3 (ITA/AJI/IIBX) donsru | ITA/AJI/TIBX) doneru /  antoMHHHEBOI
/ amomunueBoit omeru. ITo 3 | domeru. Ilo 1, 2 uan 3 Gnucrepa BMecTe ¢
6nucTepa BMECTE C HHCTPYKLMEH IO | HHCTPYKUHMEH MO NPUMEHEHHIO (JIMCTKOM-
MPUMEHEHHIO (THCTKOM- | BKIIAJIBIIIIEM) B [TAYKY KAPTOHHYIO.
BKJIA/IBIIIEM) B MAYKY KaPTOHHYIO.

* 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.
* [IpoBoANTCS NPOU3BOAUTEIIEM NPH BBIMYCKE EPHOANUECKH (C HHTEPBAIOM OJIHO UCTbITanHe Ha 10 cepuil unu He Meunee 1 pasa B ron).

TNoxasarenb MOxeT OBITh HE BKITIOUEH B cepTudukar aHamu3a GupMsl

API name / Haumenopamue ADC: Levocetirizine dihydrochloride / JleBoueTHpU3uHa AUTHAPOXIOPU

INN / MEH: Levocetirizine / JleBolieTHpU3uH

API manufacturer batch number / ACSHO000136
Homep cepnu npoussoautenss ADC:

FP Manufacturer API Batch number / FCSA00190
Howmep cepun cy6cTannnn
npoussoautes I'JIdD:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ilpoussoautenn ADC, cTpana: J-p Pegnu’c Jlabopatopuc Jta., Uuaus

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: Ilpoaykt coorBeTcTBYeT TpeboBanusm HJL 3akmouenue: OJOBPEHO

Prepared by / ‘ 0 Checked by /o} ‘Approved by: Manager/Executive /
[TOArOTOBIEHO: \(;M N ﬂpoeepeW Opobpeno: Menemxep / PykoBoautens
5/
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

[Product : Allerway film-coated tablets 5 mg
Mpoaykr: Anneppasii TabneTKu, MOKPHITHIE TUIEHOYHOH 060104YKOH, 5 M
Market / PeiHok : Russia / Poccust
Batch No. / . Batch Quantity / . 1040300 tab /
Cepus Ne . Pa3mep cepuu * 1040300 Tab
Analytical Repovrt No./ . 890001815654 Date of Analysis / . 11/06/2025
Ananntudeckuii oryer Ne JlaTa ananau3a
Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028
JaTta npon3BoacTBa _ |Tomen mo o
Mfg. License No. /
HpouseoacTeeHHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JuueH3ns Ne
Analysis performed according ND No / Ananns nposegen no HJI Ne: JINI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

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

Page60f6/Crp. 6 u3 6
Survey Ne41, (Formulations Technical Operations - Unit-III),
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)
Vyactok Ne 41, (IIpousBoacteenHoe noapasaenenue-IT), bauynanin
Bumnanx, badynannu Masgan, Mendan Mankamkrupy JIUCTpUKT,

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

HauMeHoBaHue, aipec H HOMEp
JINIEeH3UH TIOMIAAKH,

Ecyl:e;TB::;gZiziT - bauynannu (B), bauynannu (M), Mexuyan-Mankamxrupy (1), wrrar
POH3BOL pox Tenanrana, Unaus (Jluuensust Ne 59/RR/AP/97/F/R)
KadecTBa/Boinyck I'JID / |

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.

3akroueHre 0 COOTBETCTBHU: «HacTOSIMM 5 MOATBEPXkKIAl0, YTO MPHBEAEHHAs BbILUE WH(OPMALIUS SBISETCS JOCTOBEPHOM
¥ TOYHOM. DTa cepus MPpOLyKLMHN NPOU3BENeHA (BKIIIOYAs YIIaKOBKY (MapKHPOBKY) M KOHTPOJb KaUeCTBa) Ha BblllleyKa3aHHOH
NPOU3BOJCTBEHHON muomanke (MIoOlagKkax) B INOJHOM COOTBETCTBHM ¢ TpeboBaHusiMu IlpaBun  Hajanexaiei
NpOU3BOACTBEHHOH MpakTHKU (NeGMP-01887/21/IN ot 28 ampens 2021) u TpeOOBaHHUAMH KOHTPOJIA KauyecTBa
JIEKApCTBEHHBIX CPENCTB, 2 TAKXKE B COOTBETCTBUU CO CNELUGHKALIMAMH, COACPKALIMMHCA B PETHCTPALMOHHOM O0CHE
CTpaHbl-MMIIOpTEPA. 3allUCH [0 NPOMU3BOACTBY, YNAKOBKE W AHANM3Y INPOBEPEHbl, H YCTAHOBJIECHO WX COOTBETCTBHE
TpeboBanusM [IpaBun Hagnexamel MPOU3BOACTBEHHON MPAKTHKH.

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanmsiM HJJ

Prepared by / . ~ C s Checked by /?f = Z/Q/f’h'Approved by: Manager/Executive /

IMoarorosiieHo: \Lw S\\ I'lponepcr-l_@,f't g =" | Onobpeno: Menemxep / PykoBoauTes
// >

Date / . Date / -~ )¢ Date /

Jlara: \1-eb-es JlaTa: ! 2 2023 Jara: V=0 LA




