LABORATORIO REIG JOFRE, S.A.

CERTIFICATE OF ANALYSIS
REIG JOFRE

Gerowu o
C/ Gran Capitén 10, Poligono Industrial Fontsanta, Sant Joan Despl, 08970 Barcelona, Spain, Tel: +34 834 806 719 Fax: +34 934 806 721

CERTIFICATE OF ANALYSIS No 4029/2020.
Ceptudiukar aHanuaa No 4029/2020,

Product: Sinuforte®, Lyophilizate for preparation of intranasal solution 50 mg, vials (1)/ complete with solvent 5
ml, ampoules (1) and spray nozzle (1) / cardboard boxes.

Mpoaykr; CuHydopTe®, nuodunusar ANA NpyraToBnexus PacTsopa AnA UHTpaHazankHoro seaeHus 50 mr
thnakoHsl (1)/ B komnnexTe ¢ pacteoputenem 5 mn, amnynsi (1) u Hacaakoi-pacnbinuTenem (1)/ nayku KapToHHble
Manufacturer: Laboratorio Reig Jofrc, 5.A., Spain Gran Capita, 10 08970 Sant Joan Despi (Barcelona), Spain ;
ﬂpcusso,qm‘anb:,ﬂadopampao Petir Xodpe, C.A., Henanmus i i

APl name/feitcTByowee BelecTso: Cyclamen tuber extract Juopuuaar coxa 1 xcTpakTa kyGuceit wuciamena esponerickoro caenan
API Manufacturerlrlponaao.qurenh Aeﬁcraymmgro BellecTaa: Iveriopharma Ltd,Georgia 000 «Haepuaupman,pyais
Primary packa ger/nepeuyHas ynakoska:: LnboraloriJRx:ig Jofre, S.A., Spain/JTa6oparopuo Pefir Xodpe, C.A., Henamn Gran Capita, 10
08970 Sant Joan Despi (Barcelona), Spain ' .

Secondary packa ger/sTopuYHan ynakoska: Laboratorio Relg Jofre, S.A., Spain/ JTa6opatopuo Peiir Xogpe, C.A., Henaua
Release/Bbinyckarowusi KOHTpONb kauecTsa: Laboratorio Reig Jofre, S.A., Spain/TlaGoparopso Pefir Xope, C.A., Henams Gran
Capita, 10 08970 Sant Joan Despi (Barcelona), Spain i

Batch/ Cepua HOMep: J2002RU1

Manufacturing Date/ [lata Npou3BoACTRA: 06,2020,

Expiry date/ Cpok FOAHOCTU: 01,2025,

Manufacturer/ Mponssoautens: Laboratorio Reig Jofre, S.A., Spain/ JtaGopatopwo Pelir Xodpe,
LYOPHILIZATE C.A., Henanus
Nuogunuaar Batch/ Cepus Homep: 12002rU1
" | Manufacturing Date/[Jata npouseoacTsa : 06.2020.
Expiry date/ Cpok roaHocTu: 01.2025,

Analytical Test 3 Specifications ‘Results
MokazaTenu . Hopmsi . Peaynbrars
Description Lyophilisate from white to light brown color, hygroscopic. The | Complies
Onucanue solution obtained after dissolve 0,05 g of lyophilisate in 5 mL water Coateercrayer

Is from colorless to light yellow color, ;
Nuodmnusar or 6Genoro AC  CBETNO-KOPWUYHEBOrO UseTa,
rurpockonuden. Pacteop, nonyyeHHslii nocne pacreopeHus 0,05
I npenapata 8 § Mn Boabl fonxeH GbiTh oT BecuseTHoro go
CBETNO-XENTOro LUsera,

Identification/MoandHtocTe
Qualitative reaction

KavyecrBeHHble peakyun: i
- foam formation/ Foam formation/ Jonxua oBpa3osbiBaTtecs neqa, | Complies

neHoo6pa3osaHue . i | Coorsercrayer
- phosphotungstic acid Black spot with bluish shade appears/ MNaTHo  gomxHo Complies
reaction/ ‘¢ kucnoroi OKPacUTLCH B YEpPHbIA LUBET C CHHEBATLIM OTTEHKOM ' CooTsetcrayer
thochopHoBonbhpamoroit | |

Weight uniformity 18/20 of samples can be a deviation from the average Complies
OfHoponHocTh weight not more than + 10% Cootaercrayer
no macce cogepxumoro 2/20 of samples can be a deviation from the average

YMaKoBKu weight not more than £ 20%

18/20 dnakoHos MOryT UM&Tb OTKNOHEHUe OT CpeaHei Maceh|
He Gonee + 10%: i
2/20 bnakoHoB AOMKHLI UMETS OTKNOHeHUe OT cpeaHet maces)
He Bonee + 20%, ' ]

Solubility Dissolves readily in water, very insoluble in ethyl alcohol, Complies
Pacteopumocts : acetone and chloroform. ; CooTsetcrayer
TNerko pacTsopum 8 Boge, NPaKkTU4ecky He pacTsopum B
STVUNOBOM_ cnupTe, aueToHe, xnopodopme.

_T‘?anspare*ncy of the 0,05 g of lyophilisate dissalves in 5 mL of water and mix. The Complies
solution solution is not less transparent than the Standard Solution 1. CootsetcTayeT

MpoapayHocTs pacraopa 0,05 r npenapara PacTaopsioT B 5 M BoAb! U nepemeLLMBaloT.
: Crenent onanecuenumu nony4YeHHoro pacTeopa He aomkHa
NPEBbILWATE 3TaNOH CpaBHeHUs 2,

PH solution 0,2 g of lyophilisate dissolves in 5 mL of water,
pH pacteopa '| pH is between 5,0 and 6,8, . 58
0,2 r npenapara pacTeopawT B § Mn Boaw!: pH nony4yeHxora
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Water for injections

|Pacreopurens ans npenapara

Manufacturing Date /[ara npoussopcrea: 01 2020
Expiry date /Cpox rogHocTu: 01,2025.

'|_pacreopa gomkeH GeiTs ot 5,0 no 6,8.
Analytical Test Specifications Results
Moxasatenu Hopmbi PeaynsTaThl

Loss on drying/
MoTeps B Macce npu Not more than 6,5%/ He 6onee 6,5 %. 41%
BbICYLLINBAHUM ;
Total Ash (1,0 g Not more than 9,0% / He Bonee 9,0 %.
Iyophilisate)/ 26 %
3ona ofwasn (us 1,0r : .
npenapara)
Haemolytic effect The hemolytic activity of preparation should not be less than
(Haemolytic index)/ 1:6000 and no more than 1:12000 and its maximum value must
Femonutuyeckas not be at least 85% from the hemolyuc activity of solution D.
aKTUBHOCTL With spectrophotometer.
(remonuTuueckuit nHaekc) | FeMonuTMYECKas aKTMEHOCTL npenapara gomkHa BbiTh He MeHee ' 1:11000

1:6000 1 He Gonee 1:12000 u Npu MakcUManbHol ed BenUuMHe

AOMiKHA cocTaBnaTb He MeHee B85% OT  BEnUYMHSI

reMonuUTU4eckoi AakTMeaHocTH pacteopa [, CnektpodhoTomer-

' pHYecKuiA,
Microbiological Purity/ Complies with Ph, Ru XI|. Nasal Solution Complies
MukpoBuonoruyeckas Cooteercrayet ['® XIl (kateropus 2). HaaanbHble pacTeopsi. CooTtBeTcTRYET
YucTOTA i '
SOLVENT Manufacturer: B.Braun (Spain) / I"Iponaao,qmenb B.Epayx (Mcnauws)
for product Sinuforte® - Batch/ Cepusa HoMep: 20072410

QcTaToK nNpu BhiNapusaHuy

npestiars 4 mr(0,004%)

Cunydhopre®
Bopa ans uHbekuwi
Analytical Test Specifications / Results
Mokasatenu J HopMbl Pesynbtats
Characteristics/ Onucanue Clear, colourless liquid./ Complies
Mpospaynas GecuBeTHan XUAKOCTb. Coorsetcrayer
Particles/ MexaHuueckue Must comply the requerements / Complies
BKMKOYEHWA HonxeH esiiepxusaTh TpeBosanua Coorsetctayer
Ph.Ru.Xl /l'd XI
pH 50~-70/0750p807,0 5,6
Ph.Ru.XIl /T'd X
Acidity or alkalinity/ Complies the requirements / Complies
KWCnoTHOCTb MAN WwenoyHoeTs BbigepxveaeTt Tpebosanus Cooreetcrayer
Ph.Eur./ Ed
Oxidizable substances/ Complies the requirements / Complies
BoccraHaenueawume '|BbigepxueaeT TpeGosanus Cooteercteyer
Beulecrea Ph.Eur/E®
~|Chlorides/ £-0,5 ppm /ve Gonee 0,5 ppm Complies
Xnopuae! Ph.Eur/Ed CooteeTtctayeT
Nitrates / £0,2 ppm /He Gonee 0,2 ppm Complies
HutpaTthi Ph.Eur./ E® CootBeTtcTBYET
Sulphates/ Complies the requirements / Complies
Cynethathl BbinepxvBaer Tpebosanus CooteeTcTByer
Ph.Eur./ E®
Ammonium/ 0,2 ppm Complies
Ammuak - Ph.Eur./ E® CoorBertcreyer
Calcium and Magnes!uml Complies the requirements / Complies
Kanbuuil u Marnuis Bolnepxusaet pebosanun Cooreetcreyer
Ph.Eur./E®
Heavy metals/ He Gonee 0,1 ppm Complies
Taxensle MeTanno ‘|Ph.Eur./ Ed® Cooteetcreyer
Residue on evaporation/ = 4mg (0,004%)/ OcTaToK He JonKeH . 0,000%
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Ph.Eur./ E®

Volume nominal/
HoMyHanbHbiR 06bem

L

The volume not be less than indicated on the label /O6uem
Npenapara so hnakoHe aonxeH BbiTs Ha MeHee yka3aHHoro
Ha 3TUKeTke

Ph.Ru.XI Ird XI

Complies
Cooteercrayer

Analytical Test
f'luxasaT_enH

Specifications /
Hopmbi

Results
Pesynbrarte

- | Sterility /
CrepunsHocts

Sterile/ npenapar gonxen 6errb CTepunbHbIM .|
Ph.Ru.XIl membrane filtration method /I XII, meTop
MeMBpaHHoit thunbTpaluu

Complies
CootBetcrayer

Bacterial Endotoxins/
Ea}rrepuaanbua 3HAOTOKCUHBI

s 0,25 UE/mL/ve 6onee 0,25 3E/mn
Ph.RuXIl reo X1l

Complies
CootBetcTayer

Secondary packaging/
Ynakosxa

50 mg of the product (Haemolytic effect 1:6000-1:12000) in
colourless glass vials (type | of Eur.Ph.) with chlorobutyl stopper
(Eur.Ph.) and closed with plastic closure with thread.

Each vial with a lyophilizate together with' a solvent vial (5 mL of
water of injections in polyethylene ampoule hermetically sealed)
and spray divice is placed in a plastic tray. The plastic tray with
the leaflet is introduced in the outerbox. ;

Mo 50 mr fNpenapara (remMonuTUYecKui MHaekc 1 :6000 —
1:12000) so (NaKoH, WAroTOBNEHHSINH 13 GecuseTHoro crekna
(rvaponuTudeckuit knace 1 E®), YKynopeuHelid npo6Gkoit ua
Pe3kHbl Tuna 1 (Ed) u 3aBUHYMBAKLIMIACA nnacTMaccosoi
KpbIWKOW,

Kawablit dnakon emecte ¢ $nakoHoM pactsopurens (5 mn
BOALI ANA MHBEKUMI B NONUATUNEHOBOM tbnakoHe, repmMeTiyHo
YKYNOPEHHOM) ¢ Hacazkoi-pacnuinuTenem nomewaT s
nnacTukoselil noanoH. Mopnod emecte C MHCTPYKUMel no
IPAMEHEHUIO NOMEWAIOT B KAPTOHHYIO naygy. !

Complies
Cooteetcteyer

Labelling/
Mapkuposka

he label of the Iyophilisata vial in Russian indicate: the trade
name of the drug with a warning label ®, dosage, drug content
in one dose and dosage form: “OgHa fo3a 0.13 mn
modunnsar’, manufacturer: “Mponssogurens: « NaGopatopuo
Peiir Xodhpe, C.A.», Ucnanusan, the intemal packaging code,
which consists letters and numbers, the batch number, the
expiration date «Fogen Ao:», the date of manufacture, the short
name of the marketing authorization holder in English (EGIS),
the name of the marketing authorization holder, city, country,
factory technical signs. : |
On the label of the solvent bottle in Russian indicate: the name
of the solvent and its volume: «PACTBOPUTENb (Boga ans
UHbeKLUA, 5 Mn)», the solvent manufacturing company and the
country: «npousaonuranb:_as. BpayH Meaukan C.A. »,
Ucnanus», internal packing code, which consists letters and

numbers, batch number (grap_hlp image - [LOT ), expiry date

(graphic image of hourglass Li). name of marketing
authorization holder, city, country, factory technical signs .

On a pack in Russian indicate: the trade name of the drug with
awarning label ®, the dosage form and dosage of the drug, the
name of the active component and solvent and their quantity

| €1. DnaKoH ¢ akTVBHBIM KoMNOHeHTOM COAEPKUT. NUOUnuaaT

COKa U sKkCTpakTa knyGHeil UuknameHa eeponeiickoro ceexux
50 Mr. 2. ®nakoH ¢ pacTeopuTenem cogepxur: sona ans
WHbeKUMiA 5,0 Mn.», the content of a ready-to-use solution of
the drug in one dose, the manufacturer of the drug and the

country « Mpouasoanterns: «NaBopaTtopuo Peiir Xodpe, C.A.»,

Complies

Coorsercrayer
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Wenanus; storage conditions («XpaHutb npy TeMneparype He
Bbilue 25° C, B 3awwmLieHHOM OT caeTa MecTe, Mocne
Pa3BE/eHUs Npenapat xpanuTcs npu TeMnepartype oT 2 o 8
°C, B TeveHue 15 cyTok, B JalUMLLEHHOM OT CBETA MECTE.»),
conditions of dispensing from pharmacles , warning labels;
«XpaHuTb B HEAOCTYNHOM Ans AeTei MecTe.», «/InA.B3POCABIX
u nered ¢ 5 net», method of use: «Cnocab NPUMEHEHUSR W
ARO3bI — CM. MHCTPYKUMIO N0 NPUMEHEHUI0. », Indications for use
of the drug: «[1na neuexus socnanexus nonocTy Hoca n
OKONOHOCOBLIX Nasyx», graphic images, marketing
authorization number, logo, name of the marketing
authorization holder, city, country, intemal packing code, which
consists letters and numbers, batch number, expiry date:
«opeH go:», manufacturing date, barcode, factory technical
signs. !

TI?e batch number, expiration date and manufacturing date may
be applied on the side of the pack by embossing.

/ ;

Ha amuxemxe ghnakona ¢ nuogpunuzamom Ha DYCCKOM A3biKe
YKa3bigatom: Toproeoe HauMeHoBaHue npenapara ¢
npegynpegurensHoi MapkupoBkoi ®, Ao3uposky, cogepxarue
Npenapara B ogHOl fo3e n nekapcTEeHHYIo chopmy: «OpaHa
Aosa 0.13 Mn nuotbunuaary, NpeAnpUsTUE NPOUIBOAUTEN:!
«Mponasogurens: «flaBoparopuo Peiir Xodhpe, C.A»,
Micnanmas, BRYTPEHHWI KOA, YNaKoBKM, COCTOALYUA 13 ByKs U
Undbp, HoMep cepuu, Cpok roaHocTy «loaeH gom», paty
U3roTOBNEHUSR, KpaTkoe HaseaHue Aepxartena
PEruCTPaLMOHHOID. yAOCTOBEPEHUS Ha aHrNMiCKoM A3kike
(EGIS), KaasaHue pepxatens perucTpaunuoHHore
YROCTOBEpeHUs, ropoa, cTpay, 3aBO/ACKUe TexHUYecKkue
3HaKu. ; ‘
Ha amuxemxe ¢pnarona ¢ pacmeopumeneM Ha pycokoM Asbike
YK@3bi8alom; yxaaslsaior HassaHue pacTeoputens u ero
: obvem: ¢«PACTBOPUTENb (Bopa ans uevekumii, 5 M)y,
: npeanpuaTHe-nponaBoauTeNs PacTsopuTens u crpay:

" [«[MpoussoguTens: «B. BpayH Megukan C.A.», Wenanusa,
BHYTP@HHUA KO YNaKosKM, COCTOA WM u3 Byks u.uudp, Homep

cepuu (rpachuyeckoe naobpaxeHue - Q ), €pok rogHocTu

(rpadhusieckoe usoBpaxerue necouHsix yacon & ), HaasaHue
AEPXETeNA perucTpayuoHHoro YROCTOBEpeHus, ropog, CTpany,
33BOACKME TEXHUYECKME 3HaKY, :

Ha nauxe ua pyccxom aas Kazuigalom; Toprasoe
HanmeHoBaHWe npenapata ¢ npeaynpenuTenbHON
Mapkuposkoit ®, NexapcTseHHyio chopmy u A03upoBKy
NeKkapcTBeHHOro npenapara, HassaHue aKTUBHOTO KOMNOHeHTa
W PacTBOpUTENs U UX KonuyecTsa «1. dnakox C aKTUBHbIM
KOMMOHEHTOM cofep)uT: nuochunuaaT coka u 3KCTpakTa -
KnyGHed uuknamena eBponefickoro caexux 50 mr. 2. $nakoH ¢
PacTsoputenem cogepmuT: BOAE ANA UHBbexuMit 5,0 MI.»,
COAEPKaHUe roToBOro K NpUMEeHeHMio pacTeopa npenapara B
0fHol foze, nNpeanpuaTe-nponasoauTens npenapara u
cTpaHy «lMpouasoauTens: «IaBopaTopuo Peiir Xochpe, C.A.»,
Wcnanus; yenosus xpaHenus {«Xpanurs npu TeMmneparype re
Bbllle 25° C, B aawnuieHHom oT ceera mecre. Mocne
PaseeaeHus npenapat xpaHuTes Np1 Temnepatype ot 2 no 8
°C, B TeueHue 15 CYTOK, B 3aLMILEHHOM OT caeTa MecTe.»),
YCNOBUA OTnycKa U3 anTek, npeaynpeguTensHble Hagnueu:
«XpaHnuTs B HEAOCTYNHOM Ans aeTeil MecTe, », «[Ans B3pocnbix
-|n Betei ¢ 5 naTy, cnocos NpUMEHEeHNA: «Cnocob npuMeHeHus

W 003kl = CM. VHCTPYKLMIO Nno NPUMEHEHWI0.», NOKa33aHUA K
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NPUMEHeHUIo Npenapara: «[ns nevenns BOCNAneHvs nonocTu | W

HOCa 1 okanaHocoBbIX Nasyxy, rpacpuveckue usobpakeHus,
HOMeEp perncrpaunoHHore yAccTosepeHus, 710roTvn, HasgaHue
Aepxartens perucTpauuoHHoro yAocTosepeHus, rOpoA, cTpaHy,
BHYTPEHHWI Ko ynakoBky, COCTOAWMIA U3 Byka n Undp, Homep :
CepuM, cpok rogHocTK: «oaex Aoi», pary U3roToBNeHUR,
LUTPUX-KOA, 3aBOACKME TEXHUYECKUE HEKY.

Homep cepuu, cpok FOAHOCTM M AaTy WaroToBNeHus
RONYCKaeTCs HaHOCUTL Ha Gokoaoi CTOPOHE naykn MeTogom

TUCHEHUA,
Warehousing/ Maximum temperature riot more than 25 °C, preserved of light. |Complies
XpaHeHue After solution the product will be preserved between 2 °C and 8 Cootsetcrayer

°C maximum during 15 days, preserved of light, : .
Mput Temneparype He Boie 25 °C, B 2alMweHHoM or ceera
Mecre. [locne passegenus npenapar  xpaHutca npu
TemMneparype or 2 °C go 8 °C g TeueHwe 15 cytok, B
; 3alMUIEHHOM OT cBETa MecTe., ! i
Explry date+/ 5 years/ ner. . Complies

Cpok rogHocTu : ; CooteeTterayer

* Expiry date of the box subordinated to the minor mamufacluring date of both components (lyophilised and water for injection)/ Cpox eodnacmy :r'amnefrma
onpadenremen no naubones Panned dame npouseodcmas dayx xomtnowesmos (nuoghunuaam u soda drin Unbexyud), i

Conclusion: The batch J2002RU1 complies with all requirements accordance with the Normative Documentation
(LS 000025-050210, changes 1-7) of Sinuforte approved by Health Authoritys of Russia,

Date of expedition of Certificate: 10.08.2020, -

Quality Contral Manager/ 3ag. laboparepuei Qualified Person/ TexHudeckuit AvpexTop.
Kayecrea 3 2 ;
B 7 g ' | “ A
i oo 9 i & G A
ol\s ! RE,
Date k\ g\mg ~apINREC "G.E\
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Caan JOAN OESPB\’.’_t
08970 E’:\\NF p-061848

5/5




