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CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

B
Product : Allerway film-coated tablets 5 mg
lpoaykT: Annepraii TabneTky, MOKPHITHIE MIIEHOUHOH 060M0UKON, 5 MI

annensun Ne

Market / Puinox : Russia / Poccus

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

Cepnsn Ne mEr s Pasmep cepun " 1040300 Ta6

Analytical Repovrt No. / + 890001845065 Date of Analysis / . 31/10/2025
AHaanTnyecknii oTyeT Ne Jlara ananausa

Date of Manufacture / © 23/09/2025 Date of Expiry / . 31/08/2028

aTa npouszsoncrsa T'onen no

Mfg. License No. /

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

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

Analysis performed according ND No / Anaiu3 nposeaen mno HJ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

_—

Page1of6/Crp.1u36

Ne Test / Iloxazatenan

Result / PezynbTaTh!

Specification / Hopma

1 | Appearance / Onucanue

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. / OBaibHbIE
JBOSIKOBEIMTYKJIbIE TabneTkH,
TMOKPHITEIE [JIEHOUHONH 060704KOiH
Oenoro uBeTa, ¢ OIOHOM CTOPOHBI
rIaaKue, Ha Jpyroif  cTopoHe
rpaBupoBka «R 5». Ha nonepeunom
paspese sapo 6enoro usera.

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 ABOAKOBBINYKIIbIE
TabJeTKH, MOKPHITHIE MACHOHHOI 06010YKOI
Oenoro umM moyTH 6eNoro uBETa, ¢ OHOI
CTOPOHBI IJIaJiKHe, Ha JPYrodl CTOpoHe
rpaBupoBka «R 5». Ha nomepeunom paspese
A7apo ot 6e710ro A0 mouTH HeNoro Bera.

2 | Identification
Levocetirizine/
HMpentnduxannn
JleBoUEeTHPU3HH

Complies as prescribed /
CoorBeTcTBYeT TpeGOBaHHAM

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 yxaep:xuBaHUs
OCHOBHOTO NHMKa Ha  XpoOMarorpaMme
UCIIBITYEMOTO pacTBopa JIOTKHO
COOTBETCTBOBATb BPEMEHM  YIEPKUBAHUS
OCHOBHOT'O THKA Ha XpOMaTorpaMme pacteopa
CTaJapTHOro ofpa3ua JIeBOLUETHPU3HHA
puraapoxnopuna (pasgen «KomuuectseHHoe

OTIpesieNIEeHHER). J

Remarks : The Product confirms to ND/
Hpumeyanue: [IpogyxT cooTBeTcTBYET TpeboBaHusM H]J

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / ¢ '
IToarotosneHo: 4/’ IIpoBepeHo: [@\ Onobpeno: Menemxep / P)’KOBO,{[HE};;"
Date / Date / TN — Date / s

Hara: S D« wt)[ Jlara: > e i Iara; 2\AD 223
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CERTIFICATE OF ANALYSI

S

CEPTUDHKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
| Hpoaywer: Ansiepesii TadneTn, NoKpbiThie MIEHOUHOM obonouKoii, 5 Mr

JitueH3us Ne

Market / Poinok : Russia / Poccus

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

Cepusi No RTINS Pazmep cepin * 1040300 Ta6

Analytical Repovrt No./ - 890001845065 Date of Analysis / . 3171012025
AHanHTHYECKHI oTueT No Jlara anaansa

Date of Manufacture / . Date of Expiry / .

Hara npoussosacrea  23/19/2005 TI'omen no : 31/08/2028

Mfg. License No. /

IIponssoacTeennan : 59/RR/AP/97/F/R MA number: / Homep PY : JIT-Ne(001333)-(PT-RU)

JIT-Ne(001333)-(PI-RU) ot 15.11.23

Analysis performed according ND No / Anaau3 nposegen mo H{ Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page2 of 6/ Crp.2 u3 6

3 | Average weight / 133.26 mg/ 133,26 mr 133.25 mg + 4% (between 127.92 and 138.58
Cpenusist macca mg) /
133,25 mr + 4 % (ot 127,92 no 138,58 MT)
4 | Disintegration / 3 min/ 3 MuH Not more than 15 min / He 6onee 15 Mun
Pacmagaemoctn
S | Dissolution / PacTBopenne Unit-1/ Ta6n.-1 99 % NLT 80% (Q) of label claim of levocetirizine
Unii-2 / Tabn.2 96 % odlhydrochlonde after 20 min. / He menee 80
% (Q) OT HOMMHaNBEHOrO coepXKaHus
Unit-3 / Ta6n.-3 100 % | neBoLETHPH3NHA AUTHAPOXIOpPUAA yepe3 20
Unit-4 / Tabn.-4 98 % | M
Unit-5 / Tabn.-5 94 %
Unit-6 / Tabn.-6 97 %
6 | Related Substances / PogcrBennblie npumMecu

Impurity A /IIpumecs A

Not detected / He 06HapyxeHa

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

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

Tpsity B Tpamiees B Below LOQ (LOQ =0.008 %) /
Hwmwxe npexena KoOJNMYECTBEHHOTO
onpenenerus (ITKO = 0,008 %)
6 e
Impurity C/ [Ipumecs C Not detected / He obHapyxexa Not more than 0.4 % / He 6onee 0,4 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: Hponykr cootBeTcTByeT TpeboBanmsM HJJ 3aknouyenue: OAOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive / g /
[ToaroToBieHo: 4”' [IpoBepeHo: L@ Onobpeno: Menemxep / Pyxouomrrgg )1; Y h
(‘ ot
Date / ~L~ | Date/ 1100 < | Date/ T
Tara: Slelo 20 Iata: Lo Tata: E i




Dr.Reddy’s Q,‘o

CERTIFICATE OF ANALYSIS

CEPTHDOHKAT AHAJIM3A

’PT‘oduct : Allerway film-coated tablets 5 mg
TpoayrT: Annepeaii TabneTkH, MOKPLITHIE MIEHOMHOH 0G0I0UKOI, 5 Mr

Market / PoiHoK

: Russia / Poccus

Juuensun Ne

Batch No. / . C2512983 Batch Quantity / . 1040300 tab /

Cepun Ne ’ Pasmep cepun 1040300 Tab

Analytical Report No. / . Date of Analysis /

AHaTuTHYECKHIi 0THeT No ey Jarta ananausza # 311072025

Date of Manufacture / . Date of Expiry /

Mara nponszsoacrsa ¢ 23/09/2025 Topen oo : 31/08/2028

Mfg. License No. /

IpoussoxcTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PT-RU)

JITI-Ne(001333)-(PT-RU) o1 15.1

1.23

Analysis performed according ND No / Ananus nposeaen no H/I Ne: JI M-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page3of6/Crp.3u36

]Impurity D/ INpumecs D

Impurity E / llpumecs E

Impurity F / Tlpumecs F

=0,014%)

RCT-3

Impurity RCT-3 / Tlpumecs

pHMech

Any individual unidentified
impurity / Jlxobas eguanuHas
HeUIeHTHOUIHPOBAHHAS

0.01%/0,01%

0.02% / 0,02%

Below LOD (LOD =0.014 %) /
Huxe npenena obHapyxenus (IO

0.06% / 0,06%

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

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

Not more than 0.4 % / He 6osnee 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 /
CymMma npumeceit

0.1 %/0,1 %

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

YHUCTOTA

Chiral purity / XupanbHas

Not detected / He oOHapyxeHa

S-isomer — not more than 1.5% /

S-uzomep — He 6onee 1,5 %

Remarks : The Product confirms to ND/
IIpumeuanue: IIpogykT cooTBeTCTBYET TpeboBaHmsaM HJJ

Conclusion : APPROVED /
3akawuyenue: OJJOBPEHO

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

[MoarorosneHo: [TposepeHo: L@ OnobpeHo: Menemxep / P_\'Koaom-ne;g{;i'_.
Date / Y P ~— | Date/

g:'trjr/ B\—\0 <20 25 I[:TZ: S e Jara: 2(HD—r oYy
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CERTIFICATE OF ANALYSIS

CEPTUP®UKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

Mpoayxr: Annepsaii TablieTky, NOKPLITHIE JUTEHOYHOH 06010%K0i, 5 Mr

Market / Pernox : Russia / Poccust

Batch No. / —— |Batch Quantity / . 1040300 tab /

Cepusn Ne Pazmep cepuu 1040300 ta6

Analytical Report No. / h L ate of Analysis /

AunaiuTHyecKkuii oryet Ne b E20E0ISA060 Jlata anasnsa * 3171012025

Date of Manufacture / . Date of Expiry /

F S —. : 23/09/2025 Fonen g0 : 731/08/2028

Mfg. License No. /

Ipon3soacTBeHHAs! : 59/RR/AP/97/F/IR MA number: / Homep PY : JIIT-Ne(001333)-(PT-RU)
JHUeH3ust Ne

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

Analysis performed according ND No / Ananus nposenen mo HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page4of 6/ Crp. 4 u3 6

Loss on drying / [ToTeps B
Macce NpH BbICYHIHBAHHH

2.4%/2,4%

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

Microbiological purity*/ Mukpo6uogorayeckas uncrora*

a) Total Aerobic Microbial
Count / Obmee uncio
a’pOBHBIX MUKPOOPraHH3MOB

10 CFU/g /
10 KOE/r

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

b) Total Combined Yeast and
moulds count / Obuiee yucno
JIPOMOKEBBIX 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 /
OrcyrctByeT B 1 T

Shall be absent in 1 gram /
OrcyrctBUe B 1 1

Uniformity of dosage units /
OpHoOpoaHOCTH
AO3HPOBAHHSA

10

4.8 /4,8

Acceptance value (AV) should not be more
than 15.0./ IToxasatens npuemiemoct (AV)
JIOJDKEH ObITh He 6onee 15,0.

11 | Assay / KoauyecTBeHHOE

onpeaeneHue

4.91 mg/ 4,91 mr

Between 4.75 mg and 5.25 mg of
levocetirizine dihydrochloride per tablet. /
Or 4,75 mMr po 5,25 Mr neBOLETHPH3HHA
JMCHPOXJIOpUAa B TabeTKe.

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

TIpumeqanue: [Tponykt cootBeTcTByeT TpeboBanUaM HJI 3axkmouyenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive / N g
[ToaroTosneHo: .6%/ ITposepeno: L@ Ono6peno: Menemxep / PyKononuTem};ﬁf"
Date / Date / _—— Date / —

Iara: 2)10 2020 | PR UAOOLS | wD—od




Dr.Reddy’s Q;

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
MpoayxT: Annepraii TabneTku, NOKPLITHIC IIEHOUHOM 060IOUKOI, 5 Mr

Market / Peinox : Russia / Poccus

Batch No. / . Batch Quantity / 1040300 tab /

Cepusn No S Pazmep cepun " 1040300 Tab

Analytical Report No. / . Date of Analysis /

S T i T : 890001845065 . : 31/10/2025

Date of Manufacture / . Date of Expiry / .

Jlara nponssoncrea : 23/09/2025 B Foien jio : 31/08/2028

Mfg. License No. /

ITponssoncreeunas : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)~(PT-RU)
JuueHsus Ne

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

JII-No(001333)-(PT-RU) ot 15.11.23

Page Sof 6/ Crp. Smuz 6

12 | Packaging / Ynakoska

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / ITo 10 Tabnerox B
6muctep uz (ITA/AJV/TIBX) doneru
/ amomunmeBoit ¢oneru. Ilo 3
6cTepa BMeCTe ¢ HHCTPYKIHEHN 110
[IPUMEHEHHIO (yucTKOM-
BKJIa/IBIIIEM) B AYKy KAPTOHHYIO.

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 unn 10 TtabGnetok B onucrep M3
(IMTA/AJITIBX) donsrn  /  anroMiHueBol
Goneru. Ilo 1, 2 mwin 3 6muctepa Bmecre ¢
HHCTPYKUHEH 10 NpHMEHEHHIO (IHCTKOM-
BKJIQ/IBILIEM) B NTaYKy KaPTOHHYIO.

The indicator may not be included in the firm's certificate of analysis.
* [TpOBOAUTCS MPOU3BOIHTENEM IPH BBIILYCKE [IEPHOAMUYECKH (C MHTEPBANOM OHO HCIBITaHMeE Ha 10 cepuit unu He menee 1 pasa B ron).

Tlokazarens MOXeT OBITh HE BKITIOYCH B CEPTUUKAT aHATH32 QUPMBIL

* 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).

API name / Haumenosanue ADC:

Levocetirizine dihydrochloride / JIeponeTHpu3nHa AUrHAPOXIOPHL

Levocetirizine / JleBonieTHpU3nH

Homep cepun cyGecTannuu
npoussoguTens I'JIdD:

INN / MHH:

API manufacturer batch number / ACSH001894
Homep cepun nponspogutens ADPC:

FP Manufacturer API Batch number / FCSA01102

IIpomsBoguTenns A®C, crpana:

API Manufactured by & country /

Dr. Reddy's Laboratories 1.td., India /
H-p Pexanu’c Jlabopatopuc Jtn., Uuaus

Remarks : The Product confirms to ND/
IIpumevanue: [TpoaykT cooTBeTCTBYET TpeboBanusam HJ{

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / | Approved by: Manager/Executive / _ {f

IToarorosneHo: ITpoBepeHo: Onobpeno: Menemxep / Pyxosoantesh, 4
[g& A

Date / nl | Date/ ~\bh~200) S~ |Date/ N

Jara: St<lo -0 JlaTa: 3t Jata: 2D
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CERTIFICATE OF ANA " YSIS
CEPTUDRUKAT AHAJT M3A

Product : Allerway film-coated tablets 5 mg
Mpoaywr: Annepsaii Tabnerk, NOKPLITHIE MJIEHOYHOH 060104 “0ii, 5 Mr

Market / Peinox : Russia / Poccus
Batch No. / . 3atch Quantity / . 1040300 tab /

Cepns Ne s EESIEEE >a3mep cepun * 1040300 Tab

Analytical Report No. / . Date of Analysis /

Ananurnyeckuii oryer Ne B BR0D01845065 Tata anaansa : 3171012025

Date of Manufacture / . - Date of Expiry / .

Jara nponzsoacrsa § ERESEES Togen no F 31/08/2028

Mfg. License No. /

HpoussoacTBenHasn : 59/RR/AP/97/F/R MA nvmber: / Homep PY : JHI-Ne(001333)-(PI'-RU)
JHUeH3us No

Analysis performed according ND No / Anaaus nposeavt no HJ[ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITT-Ne(001333)-(PT-RU) ot 15.11.23

Page 6 of 6 / Crp. 6 u3 6

e Survey Ned1, (Formulations Technical Operations - Unit-III),

Ilj lgn;e;r?:iiﬁfls;i?l;tsl;:: l/zét(:(r)lltlrljlosf:: / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri Distht,
Release site / Bachupally (V), Bachupa.lly (M), Medchal-Malkajgiri (Distr.), Telangana
Ve HaRAFiis; e M AoRED State, India (License No S9/RR/AP/97/F/R)
I [mou;azum Vuactok Ne 4 {, (IIpoussoacTBenHOE noapasnenenue-II), Bauynanmm

e Bunagxk, bauynamin Mannan, Meauan Mankamxrupyu Quctpuxr,
OcyIIICCTBJlHlO;IIeH ” Bbauynannu (B), Bauynaniu (M), Menuan-Mankamwkrupu (JI), wrat
22::3:::/:::3;‘:’;?:@"/ Tenanrana, Uapus (JTnuensus 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.

3aKIIoYeHHE 0 COOTBETCTBHH: «HacTosmuM 5 OATBepXkAaI0, YTO NPUBEJEHHAS Bbillle HHPOPMALHS SBASETCS JIOCTOBEPHO#
U TOYHOM. DTa Cepus MPOAYKUUH NPOU3Be/ieHa (BKIIIOUast ynakoBKy (MapKHPOBKY) H KOHTPOJIb KA4ECTBA) Ha BBILIEYKAa3aHHOM
NPOM3BOACTBEHHOM Molanke (MUIOWAJKaXx) B TMONHOM COOTBETCTBHH C TpeGoBaHusmMHM IlpaBHn Hajnexaieit
Npou3BOACTBeHHOH mnpaktuku (NeGMP-01887/21/IN or 28 anpens 2021) u TpeGoBaHMAMH KOHTPOJISI KauecTBa
JIEKapCTBEHHBIX CPEIICTB, a TAKXKE B COOTBETCTBHM CO CNEUMHMKALHAMH, COACPKAIUMMUCS B PETHCTPALHOHHOM HOCHE
CTpaHbI-UMIOpTEPa. 3alkCH 110 MPOM3BOJCTBY, YNAKOBKE M AaHANM3y MPOBEPEHbl, U YCTAHOBJIEHO HX COOTBETCTBHE

TpeboBanusaM [IpaBun HajIexaleif MPOU3BOACTBEHHOM MPAKTHUKH.

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

Ilpumeyanue: [IpogykT cooTBeTCTBYET TpeboBanusm HJJ 3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / 3 9

IToarorosneHo: /&' [IpoepeHo: i@ Onobpeno: Menemxep / Py;{oaoﬂn? @ /
C —t

Date / < 305% | Date/ \ .| Date/ .

Iata: 3} —10 Tlara: Ll 10200 IlaTa: N\ -D —rDo¥




