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CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[MponyKT: Annepraii Tabnerky, MOKPLITHIE MIIEHOYHOU 000J104KO#, 5 Mr

Market / PeiHok : Russia / Poccus

B‘atch No./ . (2512981 Batch Quantity / i 1040300 tab /

Cepust Ne Pasmep cepun 1040300 Ta6

Analytical Report No. / . Date of Analysis / .

AHaanTHYeCKHiT oTueT Ne R Jlara ananuza i Sl

Date of Manufacture / . Date of Expiry / X

Jlata NPON3BOACTBA § 220912025 Toaen no ¢ SHOR2008

Mfg. License No. /

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

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

Analysis performed according ND No / Anann3 nposeaen no HJ Ne: JITT-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Pagelof 5/Crp. 1 m35

Test / Iloka3zaTeanb

Result / Pe3yabTaThl

Specification / Hopma

.N‘e!
|

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. / OBasibHbIe
JIBOSIKOBBITTYKJIbIE Tabnerku,
TIOKPBITBIE TIEHOYHOH 000JI04KOi
6enoro 1LBera, ¢ OJHOH CTOPOHBI
rJIafikde, Ha Jpyrod CTOpOHe
rpaBupoBka «R 5». Ha nonepeunom
paspese spo 6eoro uBeTa.

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. / OBaJibHBIE JIBOSKOBBINYKIIbIE
TabneTkH, TOKPBITBIE MIEHOYHOI 06004KOii
6enoro wim mo4ytd 6eynoro uBera, ¢ OOHOM
CTOPOHBI  IMajKue, Ha JApyroii cTopoHe
rpasupoBka «R 5». Ha mnonepeunom pazpeze
sapo ot 6enoro 1o noytH Genoro usera.

2 | Identification
Levocetirizine/
Hnentudunxanus
JleBOUEeTHPH3HH

Complies as prescribed /
CooTtBeTcTBYET 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 ynepxHBaHUs
OCHOBHOTO  THKa Ha  XpoMmarorpamme
HCTIBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBAaTh BPEMEHH  yIEpPXKUBAHHsA
OCHOBHOTO IIMKa Ha XpOMaTorpaMMe pacTBopa
craHzapTHoro  ofpasua  JIEBOLETHPU3MHA
auruapoxiopuga (pasngen «KonuuectBenHoe
OTIPEICTICHUEY).

3 | Average weight /
Cpennsis Macca

134.94 mg / 134,94 mr

133.25 mg + 4% (between 127.92 and 138.58

mg) /
133,25 mr £ 4 % (ot 127,92 1o 138,58 mr)

4 | Disintegration /
PacnajnaemocTb

3 min/ 3 MUH

Not more than 15 min / He 6onee 15 mun

Remarks : The Product confirms to ND/
IIpumeyanne: [IpOIyKT COOTBETCTBYET tpeGosanusM HJT

Conclusion : APPROVED /
3axaogenue: OJJOBPEHO

Prepared by / | Checked by / Approved by: Manager/Executive /
[TooroToBieHo: @/ IIpoBepeHo: Onobpeno: Menexkep / PykoBoanTesb
Date / Date / L\ 1oL Date / Rz
Jlara: 3\ ~19" Wﬁ{ Jara: 8 O S Jara:
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CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg

MpoayxT: Astepssii TabneTKH, OKPLITHIE MIEHOYHOH 000104KO, 5 Mr

Market / Peinok : Russia / Poccus

Batch No. / . 2512981 Batch Quantity / . 1040300 tab /

Cepus Ne ) Pazmep cepun 1040300 Ta6

Analytical Repovrt No./ . 890001845120 Date of Analysis / . 31/10/2025
AHanIMTHYECKHIT oTyeT No JlaTa anannza

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

Jara npon3BoacTsa I"'open go

Mfg. License No. /

IIpon3BoacTBeHHAas : 59/RR/AP/97/F/R MA number: / Homep PY : JHI-Ne(001333)-(PT-RU)
anuensna Ne

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

JITT-Ne(001333)-(PI-RU) or 15.11.23

Page20of S/ Crp.2 m3 5

5 | Dissolution / PacrBopenne

Unit-1/ Ta6n.-1 97 %
Unit-2 / Tabn.-2 99 %
Unit-3 / Ta6n.-3 98 %
Unit-4 / Tabn.-4 96 %
Unit-5 / Tabn.-5 95 %
Unit-6 / Tabn.-6 97 %

NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min. / He menee 80
% (Q) OT HOMHHAIBPHOTO COHEP)KAHHS
JIEBOLETUPU3HHA JUIHApOXNopuaa depes 20
MHH.

6 | Related Substances / PoacTBennbie npuMecH

Impurity A / [TIpumecs A

Impurity B / IIpumecs B

Impurity C / IIpumecs C

Impurity D / ITpumecs D

Not detected / He obHapyxeHa

Below LOQ (LOQ =0.008%) / Hixe

npejiesia KONHYeCTBEHHOIO
onpenenenus (ITIKO =0,008%)

Not detected / He obHapy»eHa

0.01 %/0,01%

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/
I pumeuanue: [IPOLYKT COOTBETCTBYET TPeOOBAHHAM HA

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Approved by: Manager/Executive / Q%_,/

Prepared by / Checked by /

TToAroToBeHo: @// ITpoBepeHo: Z@ Onobpeno: Menemiep / PykoBoantens
Date / . Date / ok | Date/ 2)\0 O
Jara: K4 i sl Tata: NArailgieles Tata:
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CERTIFICATE OF ANALYSIS

CEPTHPHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Mpoayier: Annepraii TabneTkH, NMOKPHITHIE MINEHOYHOH 06onoukoii, 5 Mr

Market / Peinok : Russia / Poccus

Batch No./ . C2512981 Batch Quantity / . 1040300 tab /

Cepust Ne ) Pa3mep cepun 1040300 Tab

Analytical Report No. / X Date of Analysis /

Anauraueckmii oraer No : 890001845120 - ———— : 31/10/2025

Date of Manufacture / X Date of Expiry /

Jlata npou3BoacTBa 520002025 Toaen 1o + 31/08/2028

Mfg. License No. /

IIpoussoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)~(PT-RU)
JanueH3usn Ne

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

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

Page3 of 5/Cp.3 w35

Impurity E / [Tpumecs E

Impurity F / TIpumecs F

Impurity RCT-3 / IIpumecs
RCT-3

Any individual unidentified
impurity / Jlrobas eaMHnuHAas
HeuAeHTUULUMPOBAaHHAS
MpHMECH

0.03%/0,03%

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

Below LOD (LOD = 0.014 %) /
Hwxe npenena obnapyxenus (I10 =
0,014 %)

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

0.05% /0,05%

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

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

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

Total impurities /
Cymma npumeceit

0.1 %/0,1%

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

Not detected / He obHapy>xeHa

S-isomer — not more than 1.5% /

7 | Chiral purity / XupajabHnas
THEEO S-uzomep — He 6onee 1,5 %

8 | Loss on drying / IloTeps B 2.6 %/ 2,6 % Not more than 6.0 % / He 6onee 6,0 %
Macce IpH BbICYIIHBAHMH

9 | Microbiological purity*/ MukpoGuoiorugeckas Yyucrora™

a) Total Aerobic Microbial
Count / O61ee 41cio
a3pOOHBIX MUKPOOPraHM3MOB

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

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpuveyanne: [IpoayKT COOTBETCTBYET TPEGOBAHMAM HI 3akmouenne: OJJOBPEHO

o
Prepared by / Checked by / Approved by: Manager/Executive /
TToAroToBNEHO: @l/ [TpoBepeHo: Onobpeno: Menemxkep / PykoBoauTess
Date / = - nony~ | Date/ s Date / 2\ 0 Yo
Jlara: - \r tocy? Jlara: A\~ bt Jara:
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
TpoaykT: Assieprsii Tabnerki, NOKpbITHE MIEHOYHOM 0boN04KOf, 5 Mr

‘Market / PpIHoK

: Russia / Poccus

Batch No. / . C2512981 Batch Quantity / : 1040300 tab /

Cepus Ne Pasmep cepnn 1040300 Ta6

Analytical Report No. / . Date of Analysis /

AHaINTHYECKHF 0TYeT No HESHONI S50 Jara ananusa # 31/10/2025

Date of Manufacture / . Date of Expiry /

Aara nponssoncrsa £ 23/09/2025 Ilonen o © 31/08/2028

Mfg. License No. /

IponssoacTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PI'-RU)
Junensus No

|I1-Ne(001333)-(PT-RU) ot 15.11.23

Analysis performed according ND No / Auaaus nposexen no HJI Ne: JITI-, f(001333)-(PT-RU) dt. 15.11.23 /

Page4 of 5/Crp.4mu35

b) Total Combined Yeast and
moulds count / O61wee uncio
JPOAOKEBBIX H IJIECHEBbIX
rpubos

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

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

c) Escherichia Coli

Absent in 1 gram /
OtcyrcTByer B 1 1

Shall be absent in 1 gram /
OtcyrctBHE B 1 T

10 | Uniformity of dosage units / S.173,1 Acceptance value (AV) should not be more
OnHopoaHOCTD 103UPOBaHHS than 15.0./ ITokasarens npuemiemocTy (AV)
JoJkeH ObITh He Gosiee 15,0.
11 | Assay / KotnyectBenHoe 4.85 mg/ 4,85 mr Between 4.75 mg and 5.25 mg of
onpeneseHne levocetirizine dihydrochloride per tablet. /
Ot 4,75 mMr go 5,25 wmr JEBOLIETHPU3HHA
JUTHAPOXJIOpH/A B TabIETKE.
12 | Packaging / YuakoBka 10 tablets in a (PVC/AI/PVC) foil /| 7 or 10 tablets in a (PVC/AI/PVC) foil /

aluminum foil blister. 1 blister with
patient information leaflet in a
carton pack. / Tlo 10 Tabnerok B
6mictep u3 (IIA/AJI/TIBX) ¢onsru
/ amomuHHeBo#t ¢oneru. Ilo 1
6nucTepy BMECTe C HHCTPYKUHEH 110
IPUMEHEHHIO (yucrkom-
BKJIQJBIIIEM) B NTAYKY KAPTOHHYIO.

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

/ Tlo 7 wmu 10 Tabnetrox B Gauctep u3
(ITA/AJVTIBX) doneru / amOMHHHEBOM
¢oneru. Tlo 1, 2 unu 3 Gaucrepa BMecTe
MHCTPYKIHEH IO TNpHMEHeHHIO (JIMCTKOM-
BKJIQZIbIIIIEM ) B TIAYKY 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.
* TIpoBOAMTCS MPOU3BOIMTENEM TP BBIMYCKE MEPHOAMYIECKH (C HHTEPBATIOM OJIHO MCTbITaHue Ha 10 cepuii wiy He MeHee

1 pasa B rox).

IToka3zatens MOXeT ObITh HE BKJIIOYEH B CepTU(HKAT aHANTH3a GUPMBI.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [Ipoaykt coorBeTcTBYeT TpeboBanusam HJ| 3axmwoyenne: OJJOBPEHO
Prepared by / ) Checked by / Approved by: Manager/Executive /
TloaroTtosneHo: GL/ ' [Iposepeno: L@ Onobpeno: Meneskep / Pykosoautens
Date / B | Date/ ‘ Date / . VO=2N
Jara: g\ —leo w3 JHarta: 3 \ ~10 “'LD?)S‘ Jlarta:
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CEPTHDHKAT AHAJIHM3A
Product : Allerway film-coated tablets 5 mg
MpoayxT: Anzepeaii TabneTki, NOKPsIThIE IIIEHOYHOH 060104K0IH, 5 Mr
Market / PoiHoK : Russia / Poccust
Batch No. / . (2512981 Batch Quantity / . 1040300 tab /
Cepus Ne Pasmep cepun * 1040300 Tab
Analytical Report No. / . Date of Analysis /
AHATHTHYECKHH oTYeT Ne & aAD0OLE120 Jara anajansa : 3171012025
Date of Manufacture / . Date of Expiry /
W G : 23/09/2025 Tonen jio : 31/08/2028
Mfg. License No. /
IpousBoacTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PI'-RU)
Jnensns Ne
Analysis performed according ND No / Anann3s nposenen no H Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JIT-Ne(001333)-(PT-RU) ot 15.11.23

Page5of5/Crp.5u3 5

API name / Hanmenosanne ADC: Levocetirizine dihydrochloride / Jlesouernpusuna Aurnapoxiopus
INN / MHH: Levocetirizine / JleBoueTHpnsnu
API manufacturer batch number /

ACSHO001899

Homep cepuu npouspoauteas ADC:
FP Manufacturer API Batch number /

Homep cepuu cy0cTaHUMH FCSA01103
nponzsoaures I'JID:

API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India /
Hpowunssonuteas ADPC, crpana: I-p Pennu’c JTaboparopuc JIta., Uanus

. Survey Ne41, (Formulations Technical Operations - Unit-IIT), Bachupall

Name, address, auth tion No f : ; P » Bachupally

FP m;nu fal:t:u;i?ll; si(t):l/zgti(r):tlrolosi?: / Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),
Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License

Release site /

HaumMeHoBaHHe, aipec H HOMEp By SHRB/AFESHEE)

TATERE TEGIIR, Vuactok Ne 41, (ITpoussoncteennoe noapaszeneniie-10I), Bauynanm

S Bun.rla,rlm, Baqyn~anm‘x Manaan, Meauan Mankampkriapn JJHCTPHKT,

HPOM3BOCTEO/KORTPOS Bauynaunu (B), bauynamm (M), Meauan-Mankamkrupu ([1), wrar
Tenanrana, Uupus (JTuneusus Ne 59/RR/AP/97/F/R )

xagecTBa/Bouryck 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.

3aKITIOYeHHe O COOTBETCTRHH: «HacTosyMM 5 TOATBEPXKAAI0, YTO MPUBEEHHAs BhIle HH(OPMALKS ABIAETCS NOCTOBEPHOM
¥ TOUHOM. DTa cepst IPOIYKIMHK TPou3Be/eHa (BKIIOYas YITAKOBKY (MapKHPOBKY) H KOHTPOITb KauecTBa) Ha BhILIEyKa3aHHOMH
NMPOU3BOJICTBEHHON MUIomaake (IUIOIankax) B TOJHOM COOTBETCTBAH C TpeboBanusivu  IlpaBun  Hajuiexaiei
npousBoacTBeHHoi mpakrtuku (NeGMP-01887/21/IN ot 28 ampens 2021) u Tpe6GOBaHMIMH KOHTPOJS KauecTBa
JIeKApCTBEHHBIX CPEACTB, 4 TAKXKE B COOTBETCTBMM CO ClELM(HKAUMAMY, COACPXKALMMHCA B PErMCTPAIIOHHOM LIOChC
CTpaHbI-UMIIOPTEpA. 3amuCH IO TNPOM3BOACTBY, YNAKOBKE W aHAIM3y NPOBEPEHBI, M YCTAHOBICHO HX COOTBEICTBHC

Tpe6oBanuam IIpasu HaJIeKallleH TPOU3BOACTBEHHON NPAKTHKH.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3axmouenne: OJJOBPEHO

IIpumeuanne: [IpoayKT COOTBETCTBYET TPEOOBAHUAM H,

Prepared by / Checked by / Approved by: Manager/Executive /
[T6AroTOBIIEHO: @// IIposepeHo: @ Onobpeno: Menemkep / PykoBoanTesb

Date / 3\,40/),0‘\6/ Date / g\r)D"lO15_ Date / 3\._‘@,_7/@0/_3"

Hara: Hara: Hara:




