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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

T’;oduct : Allerway film-coated tablets 5 mg

Ipoayxt: Annepssii TaGIETKH, TOKPHITHIE IUIEHOUHOH 000J0UKOM, 5 MT

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

Market / Poinox : Russia / Poccus

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

Cepus Ne £ E220V200 Pazmep cepuu 1040300 Tab

Analytical Repo“rt No./ . 890001818646 Date of Analysis / . 25/06/2025
AHANMTHYECKHI oT4yeT No JlaTa ananausa

Date of Manufacture / . 30/04/2025 Date of Expiry / . 31/03/2028

Jdata npousBoacTsa Coxen go

Mfg, License No. /

IMpoussoacTBeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PI'-RU)
JuneH3nst Ne

Analysis performed according ND No / Anaans nposenen no HJI Ne: JIII-Ne(001333)-(PT-RU) dt. 15.11.23 /

Pagel1 of 5/Crp.1u35

Ne Test / Iloka3zarean

Result / Pe3ynbTaThl

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. / OBabHbIe
JBOSTKOBBIITYKJTbIE TabJIeTKH,
NOKPLIThIE MJIEHOYHOH 000JI09KOi
6emoro nBeTa, ¢ OMHOM CTOPOHBI
rnajkue, Ha JApYroii  CTOpoHE
rpaBupoBka «R 5». Ha nonepeuynom
paspese sapo 6enoro 1BeTa.

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. / OBajnbHbIE JIBOSKOBBITYKJIEIE
TabJIETKY, MOKPBIThIE IUIEHOYHOH 060510uKOii
6enoro wnu moutu Oe€NOro IBETa, ¢ OJHOMH
CTOpOHBI [JNIAIKHE, Ha JOpYyrod CTOpoHe
rpasupoBka «R 5». Ha momepedHoMm pazpese
sapo oT 6eyIoro o MoYTH 6€10ro IBETa.

2 | Identification
Levocetirizine/
HUnentudukanus
JleBoueTHpU3HH

Complies as prescribed /
CooTtBeTcTBYET TpeOOBAaHHAM

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”). / Bpemsa ynepxuBanHus
OCHOBHOTO TIMKa Ha  XpoMarorpamme
HCIILITYEMOTO pactBopa JOJDKHO
COOTBETCTBOBAaTh  BPEMEHH  YyJEPIKUBAHHS
OCHOBHOTO MHKA Ha XpoMaTorpaMMe pacTBopa
cTaHJapTHOro obpasua JIeBOLETHPH3MHA
quruapoxiopuna (pasaen «KonuuecTBeHHOE
OTIPENENICHUEY).

3 | Average weight /
Cpeanss macca

135.95 mg/ 135,95 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 /

3 min/ 3 MuH

Not more than 15 min / He 6onee 15 Mun

| Pacnapaemoctnb
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanne: [Ipogykr COOTBGTCTB}%‘pCGOBaHI/IﬂM HI 3akmouenne: OJJOBPEHO
Prepared by / “Checked by / Approved by: Manager/Executive /
ITonrorosneHo HpOBepeHm ) Onobpeno: Meunemxep / PykoBoautens

} ) >

Date / 0 Be G- ) 0) 5 Date / Date / al —eC o
Jara: Jlata: 26 ~04. 90 5“"I[aTa:




Dr.Reddy’s ‘_‘:'.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
IMpoxyxT: Anniepsaii TabIETKH, MOKPLITHIE MJIEHOYHOH 0607109KOM, 5 MI

JuueH3us Ne

Market / Poisox : Russia / Poccus

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

Cepust Ne § E2o0E0) Pa3mep cepun 1040300 Tab

Analytical Repourt No./ . 890001818646 Date of Analysis / . 25/06/2025
AHasnuTnueckuii oTuer Ne Jara ananu3sa

Date of Manufacture / . 30/04/2025 Date of Expiry / . 31/03/2028

JaTa npoussoacrea Conen ao

Mfg. License No. /

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

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

Page2 of 5/Crp.2 m35

Impurity C/ ITpumecs C

5 | Dissolution / PacTBopeHne Unit-1 / Ta6n.-1 99 % NLT 80% (Q) of label claim of levocetirizine
Goica Tz | 90% | vislonde e 20 mi | M e
Unit-3 / Tabn.-3 100 % | neBoueTHpusHHa OUTHApOXJIOpHAa vepe3 20
Unit-4 / Ta61.-4 9% | M
Unit-5 / Tabn.-5 97 %
Unit-6 / Tabn.-6 99 %
6 | Related Substances / PogcTBeHHbIE IpHMECH
Impurity A / Tlpumecs A Not detected / He obHapyxeHa Not more than 0.4 % / He 6onee 0,4 %
Impurity B / [Ipumecs B 0.01%/0,01% Not more than 0.4 % / He 6onee 0,4 %

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

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

Impurity D / [Tpumecs D
Not detected / He oOHapyxeHa
Impurity E / Ilpumecs E 0.02% / 0,02% Not more than 0.4 % / He 6onee 0,4 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumevanue: IIponykT cootBeT¢IBYeT TpeGoBanusm HJL 3akmouenne: OJOBPEHO

/)
Prepared by / >4 Checked by / Approved by: Manager/Executive /
[ToaroTosneHof ~ 2 l'[pnaepem@ Vi Onobpeno: Menemxep / PykoBoautens
A ) —_— S

Jlara:

Date / 2 BCE ~Jo2 s Date/ | Date / G o6 v

Jlara: 06 b ~ Q&Qé/ Iara:
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

Ipoayrr: Anepsaii TabIETKH, MOKPBITHIE TIIEHOYHON 06071049KO0M, 5 Mr

Market / PeiHox : Russia / Poccus

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

Cepusi Ne E (£2507208 Pasmep cepus * 1040300 Tab

Analytical Repovrt No./ . 890001818646 Date of Analysis / . 25/06/2025
AHagnTryeckuii oTueT Ne Jara ananusa

Date of Manufacture / © 30/04/2025 Date of Expiry / . 31/03/2028

Hara npoussoacrsa ToneH no

Mfg. License No. /

IlponssoacTBeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JTnueH3ns Ne

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

Analysis performed according ND No / Anasan3s nposegen no HJ{ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page3 of 5/Crp.3 u35

Impurity F / TIpumecs F

Impurity RCT-3 / Ilpumecs
RCT-3

Any individual unidentified
impurity / Jlrobas eguHH4HAS
HeuaeHTU(HLMPOBaHHAS
pUMeECh

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

0.06% /0,06%

Below BDL (BDL= 0.05 %) / Huxe
niopora peructpauun (ITP =0,05 %)

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 npumece

0.1 %/0,1%

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

S-isomer — not more than 1.5% /

7 | Chiral purity / Xupassnas |Below LOD (LOD = 0.0138 %) /
YHCTOTA Hwxe npenena obnapyxenus (110 =
0,0138 0]/30) 124 ( S-uzomep — He bonee 1,5 %
8 | Loss on drying / IloTeps B 2.6 %/2,6% Not more than 6.0 % / He 6onee 6,0 %
Macce NpPH BBICYIITHBAHHH
9 | Microbiological purity*/ Mukpo6nonornyeckas yucrora*

a) Total Aerobic Microbial
Count / Ob1iee uucno
a3poOHBIX MHKPOOPTraHN3MOB

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 / Obrmiee gncno
JIPOXOKEBBIX M TIJIECHEBBIX
rpuboB

|

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

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

Remarks : The Product confirms to ND/
Ilpumeyanwue: TIpoaykt coorsetcTByeT TpeGoBanusm HIL
P

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

Checked by /___

Approved by: Manager/Executive /

[Noarorornen [posepeng’ 1+ O\ ~2 Onobpeno: Menemxkep / PyxoBoauTesb
Date / 6~ e s |Date/ - Date / o€ -
Hara: ‘p/é Jata: 24 _ob ~ 2625 —lara:
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CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg

Mponykr: Annepsaii TableTki, NOKPHITEIE MIiEHOYHO! 06010uKol, 5 MP

Market / Poinok : Russia / Poccus

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

Cepus Ne b £2507205 Pasmep cepun * 1040300 Tab

Analytical Repovrt No./ . 890001818646 Date of Analysis / . 25/06/2025
AHanuTHyecknii oTyet Ne JlaTa anann3a

Date of Manufacture / . 30/04/2025 Date of Expiry / . 31/03/2028

JlaTa npousBoacTBa ToxeH g0

Mfg. License No. /

IpoussoacTeenHas : 59/RR/AP/97/F/R MA number: / Homep PY : JHI-Ne(001333)-(PT-RU)
JuUeH3us Ne

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

Analysis performed according ND No / Anasnm3 nposeaen o HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

Paged4of 5/Crp.4 w3 5

| ¢) Escherichia Coli

Absent in 1 gram/
OrcytcTByeT B 11

Shall be absent in 1 gram /
OtcytctBUE B 1 T

onpeaesieHHe

10 | Uniformity of dosage units / 3.2/3,2 Acceptance value (AV) should not be more

OaHOPOAHOCTE JO3HPOBAHHS than 15.0./ Iloka3arens npuemnemoctu (AV)
JloJKeH ObITh He 6ostee 15,0.

11 | Assay / KoauuecTBeHHoOe 4.98 mg /4,98 mr Between 4.75 mg and 5.25 mg of

levocetirizine dihydrochloride per tablet. /
Or 4,75 mr po 5,25 Mr neBOLETHpPHU3HHA
JUTHApOXJIopuaa B TabreTke.

12

Packaging / YnakoBka

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 1 blister with
patient information leaflet in a
carton pack. / [To 10 Ttabnetok B
6muctep uz (ITA/AJI/TIBX) donsru
/  amomuuueBoit domern. ITo 1
6McTepy BMeCTe ¢ MHCTPYKIHeH o
IPHMEHEHUIO (strcTROM-
BKJIAJIbIIIEM) B TAYKY 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.

/ Ilo 7 wmu 10 Tabnetok B OnucTep H3
(TIA/AJUTIBX) donprd  / amoOMHHHEBOM
doneru. Io 1, 2 unu 3 Guucrepa BMecTe C
HHCTPYKLUHEH 10 NPHUMEHEHMIO (NIUCTKOM-
BKJIZIBIIIIEM) B [TAUKY 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.
* [IpoBOOUTCS MPOU3BOAUTENEM TIPU BBITIYCKE MEPHOTUUYECKH (C HHTEPBAJIOM OJHO HCTBITaHue Ha 10 cepuii WM He MeHee

1 pasza B ron).

Iokazarens MOXET OBITH HE BKITIOUEH B CepTHhUKAT aHanH3a GUPMBI,

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

Ilpumeuanne: [Ipogykr cnmnewm*e%‘rpcﬁoml-uum\-! H/I 3akaoyenne: OJJOBPEHO

Prepared by / , &——"| Checked by / Approved by: Manager/Executive /

[TonroToBnex I'[poseperr—.@ NS Onobpeno: Menemkep / PykoBoautens
e V

Date / 56 20255 Date / Date / VE oL o~

Jlara: 26 2 Jara: 26 —0b - 3499 o—Para:
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) Y-} CERTIFICATE OF ANALYSIS
D r.Redd VA ‘.‘ CEPTUDUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

Mponykr: Annepsaii TabneTku, MOKPHITHIE TIIEHOYHOMH 060J104KO#, 5 MT

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab/
Cepus Ne : (G202 Pasmep cepun ° 1040300 Tab
Analytical Repovrt No./ . 890001818646 Date of Analysis / . 25/06/2025
AHnajnTHuecknii oTyer Ne Hara ananusa

Date of Manufacture / . 30/04/2025 Date of Expiry / . 31/03/2028

Jata npon3BoacTea Topen no

Mfg. License No. /

IMponssoacrBeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)
JHueH3usn No

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

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

PageSof S/ Crp.5m3 5

API name / HanmenoBaune ADC: Levocetirizine dihydrochloride / JleBomeTHpu3nHa UTHAPOXIOPUL
INN / MHH: Levocetirizine / JlepoueTHpu3ug ]
API manufacturer batch number / ACSHO000136 & ACRH004567

Homep cepun npousBoautenss ADC:
FP Manufacturer API Batch number /

Homep cepun cyGcTaHUHH FCSA00190 & FCSA00191
npouspoaurens I'JIP: -

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpouszBoaurens APC, crpana: H-p Pennn’c Jlaboparopuc JIta., Unaus

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

Name, address, authorization No for . s

FP facturing site / Control site / Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),
manu'acturing site / £-ontrot site Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License

II;elease site / No 59/RR/AP/97/F/R)

AUMEHOBAHHE, apec U HOMEP Vuactok Ne 41, (TTpousBoacteenHoe noapasaenenue-IIl), bauynaniu
JTANEH3HH TUTOWALKH, Busnaaxk, bauynannm Mannan, Meguan Mankamkrupu J{ucTprKr,
OCyIeCTBJIS IO i Bauynannu (B), Bauynannu (M), Menuan-Manxamkrupu (I1), urrat
NPOH3BOACTBO/KOHTPOIL Tenanrana, Unpus (Jluuensust Ne 59/RR/AP/97/F/R )

kavecTBa/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.

3akioueHne 0 COOTBETCTBHHU: «HAacTOAIUM s TOATBEPIKat0, UTO NPUBEIEHHAs Bblllle HHPOPMALIUS SIBIAETCA JOCTOBEPHOH
¥ TOYHOU. JTa cepus NpOAYKLUH Npou3BeieHa (BKIo4as YIakoBKy (MapKHPOBKY) 1 KOHTPOJIb KaueCTBa) Ha BblICyKa3aHHOU
NPOU3BOACTBEHHOM Tiomanke (IUIOMIaAKaXx) B TOJHOM COOTBETCTBUM C TpeboBaHusaMu [IpaBun Haziexaue
npoussoacTBeHHONW mnpakTuku (NeGMP-01887/21/IN ot 28 anmpens 2021) ¥ TpeOOBaHUSMM KOHTPOJ KayecTBa
JIEKapCTBEHHBIX CPEACTB, a TAaKXX€ B COOTBETCTBHU CO clieUH(DHKALMIMH, COACPKAIMMHUCA B DETHUCTPAllMOHHOM JOChE
CTpPaHbI-UMIIOPTEPA. 3amuCH MO TMPOW3BOJICTBY, YNMAKOBKE M AHANN3Y MPOBEPEHBl, U YCTAHOBJIEHO HX COOTBETCTBHUE

TpebopanusmM [Tpaeun HapIexkalel MPOU3BOACTBEHHOMN MPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ipoaykr COOTBETCTBYET TpeboBanusam HJJ 3akimouenue: OJOBPEHO

7
Prepared by / //@.«-C'# hecked by / Approved by: Manager/Executive /
HoarorosneHo: ITpoBepeHo; N \,\_ 7 Ono6peno: Menemxep / PykoBopuTens
— _l/"‘ ——— S/’
Date / B - Date / Date / G~ AP
-06-20 %5
Hara: - Hara: D6 L -2m0 _{r——HaTa:




