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| ABORATORIO REIG JOFRE, S-A.

CERTIFICATE OF ANALYSIS

REIG JOFRE
Group

G/ Gran Capitan 10, Poligone Industrial Fontsanta, Sant Joan Despl, 08970 Barcelona, Spain, Tel: +34 534 806 719 Fax: 434 934 806 721

CERTIFICATE OF ANALYSIS No 4029/2020. |
CepTudurar 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.
MpoayKT: CurydopTe®, nuodunuaat Ans NpUraTOBNEHWUA pacTeopa NS MHTpaHa3anksHoro aeepneHva 50 mr

chnakoHel (1)/ B kOMNNEKTe C pacTsopuTenem 5 Mn, amnynbl (1ym Hacaakoi-pacnbInUTenem (1)/ nauku kapTOHHbIE
Manufacturer: Laboratorio Reig Jofre, S.A., Spain Gran Capita, 10 08970 Sant Joan Despi (Barcelona), Spain

NpoussoauTens: fatoparopuo Peiir Xodpe, C.A., Hemanna
APl name/fedcTByiolee sewecTBo: Cyclamen tuber extract JIHO(HANIAT COKD H IXCTPOKTH wryGedt wRIaMeHa eBpONCHCKOTO CBEHKHX

APl Manufacturer/ipouasoauTent ACACTBYIOLWEND BewecTBa:

Iveriapharma Ltd,Georgia OO0 «Hmepuadupaan,[py3ns

Primary packager/nepsu4Has ynaxkoeka:: Laboratorio Reig Jofre, 8.A, Spain/JlagopatopHo Pelir Xodpe, C.A., Henamms Gran Capita, 10
08970 Sant Joan Despi (Barcelona), Spain ' .

Secondary packager/sTopuyHan ynakoBka: Laboratorio Relg Jofre, S.A., Spain/ Jla6opaTopro Peiir Xodpe, C.A., Menatus
Release/BbinycKarowui KOHTpOnkL kauecTsa: Laboratorio Reig Jofre, S.A., Spain/JTaGoparopso Pefir Xoippe, C.A., Henanug Gran
Capita, 10 08970 Sant Joan Despi (Barcelona), Spain

Batch/ Cepua Homep: J2002RUI

Manufacturing Date/ [lata npou3BoAcTEa: 06.2020.
Expiry date/ Cpok rogHOCTU: 01.2025.

LYOPHILIZATE
Nuodunuasar

Manufacturer/ Mpou3soauTenb: Laboratorio Reig Jofie, S.A., Spain/ JlaGoparopwo Peitr Xodpe,

C.A., Henanus

Batch/ Cepvs HoMep: J2002RU1

Manufacturing Date/[Jata npouaBoACTaa : 06.2020.
Expiry date/ Cpok roAHOCT: 01.2025.

0,2 r npenapaTa pacTBOPAIOT 8 5 MAN BOABI, pH nonyyeHHoro

Analytical Test Specifications Results
[MokasaTenv . Hopmbl . PeaynbTarhl
Description Lyophilisate from white to light brown color, hygroscopic. The | Complies
OnucaHue solution obtained after dissoive 0,05 g of lyophilisate in 5 mL water | CooTBETCTRYET

is from colorless to light yellow color. ‘

Nuocurmsatr ot Genoro AC CBETNO-KOPUMHEBOro  UBeTa,

rurpockanuueH. Pacraop, nonyueHxelil nocne pacTBOpeHUA 0,05

r npenapaTa B 5 Mn BOAbl AOMKEH GuiTe OT BecuseTHoro Ao

CBETNO-XENTOro UseTa.
Identification/MoANMHHOCTh
Qualitative reaction
KauecTBEHHbIE peakuun: | : i
- foam formation/ Foam formation/ flomxHa oGpa3osbiBaThCs nexa. Complies
neHooGpa3soBaHue : ‘ CooTBeTCTBYET
- phosphotungstic acid Black spot with bluish shade appears/ [ATHO  AOIXHO Complies
reaction/ ¢ kucnoToit OKPACcUTbCA B YepHbIit LBET C CUHeBaTbiM OTTEHKOM ' CooTBETCTRYET
hochoproBonbhpaMoBoil ; 1
Weight uniformity 18/20 of samples can be a deviation from the average Complies
OnHOPOAHOCTL weight not more than 10% CooTaeTcTeyeT
no macce COAEPXUMOro 2/20 of samples can be a deviation from the average
ynaKoBKW weight not more than 20%

18/20 dbnakoHoB MOryT UMETb OTKNOHERWE OT CpeaHeR Maccol

He Bonee + 10%;

2/20 dhnakoHOB [OMKHEI UMETL OTKNOHEHWE OT cpeaHei Macchb

He Gonee % 20%. : ‘
Solubility Dissolves readily in water, very insoluble in ethyl alcohol,. Complies
PacTBopUMOCTb acetone and chloroform. : CooTBeTCTRYET

Terko pacTBOPUM B BOAE, NPaKTU4ECKA HE pacTeopuM B

3TUNOBOM _cnupre, aUeTOHE, xnopodopme. .
Transparency of the 0,05 g of lyophilisate dissolves in 5 mL of water and mix. The Complies
solution solution is not less transparent than the Standard Solution Il. CooTseTCTBYET
MpoapavHoCTL pacTeopa 0,05 r npenapara pacTBOPRIOT B 5 Mf BOAbI M NepeMeLInsaioT. :

¢ CreneHs onanecueHuuy nony4eHHoro pacTeopa He [omkHa

NpeBbILATH TANOH CPaBHEHNA 2.
pH solution 0,2 g of lyophilisate dissolves in 5 mL of water.
pH pacTeOpa pH is between 5,0 and 6,8. 5.8
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LABORATORIO REIG JOFRE, S.A.
CERTIFICATE OF ANALYSIS

REIG JOFRE

5 youR

G/ Gran Capitén 10, Poligono industrial F:

ontsanta, Sant Joan Despi, 08870 Barcelona, Spain, Tol: +34 034 B0S 719 Faxi +34 934 806 721

- T pacteopa fomken EuiTs o1 5,0 AO 6,8.
Analytical Test Specifications Results
MNoxasarenu Hopwmb! PesynbTaTh!
Loss on drying/
MoTepA B Macce Npy Not more than 8,5%/ He Gonee 6,5 %. 41%
BbICYLUIUBAHWN '
Total Ash (1,0 g Not more than 8,0% / He Gonee 9,0 %. .
lyophilisate)/ 26%
3ona obwas (U3 1,0r : %
npenapaTa) ‘ sl
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
FemonuTu4eckas | not be at least 85% from the hemolytic activity of solution D.
aKTUBHOCTB With spectrophotometer. :
(reuonufuwecmﬁ wnpekc) | MemonwuTuyeckas aKTWBHOCTE Npenapara AonxHa BLITh HE MEHee I 1:11000
1:6000 u He Gonee 1:12000 » npw MaKkcuManbHo eé BenuuuHe i
JoMmiKHa ~ cocTaBnaTe  HE MeHee 85% 0T  BenUuUHYI
reMONUTUHECKOH AKTUBHOCTH pactecpa [. CnekrpodoTOMET-
prdeckuit. ‘
Microbiological Purity/ Complies with Ph.Ru.XI|. Nasal Soluticn . Complies
MukpoGuonaruHeckan Cootpercrayer [® XlI (kaTeropys 2). HazanbHble pacTBopbl. CooTseTcTBYET
yueToTa i ‘ J
@LVENT Manufacturer: B.Braun (Spain)/ TpouasoanTeNb. B.BpayH (Wcnaxus)

for product Sinuforte® -
Water for injections

|PacTaopuTens Ans npenapara

Batch/ Cepus HoMep: 20072410
Manufacturing Date /ata NpOW3BoACTBa: 01.2020.
Expiry date /CpoK roAHOCTH: 01,2025. i

CunychopTe®,
Boga Ans WHbEeKUUi
Analytical Test Specifications / Results
Mokazatenu J HopMbl PeaynbTaThl
Characteristics/ OnucaHue Clear, colourless liquid./ Complies
MpospayHan GecuseTHan WUAKOCTD. CooteeTcTeyer
Particles/ MexaHuueckue Must comply the requerements / Complies
BKMIOMEHUA i [onxen Bblaepkueats TpeGopBaHua CooreeTcTeYeT
Ph.Ru.XI /Md Xl
pH 50-7.0/0750Aa070 5,6
Ph.Ru.XIt /T Xl
Acidity or alkalinity/ Complies the requirements / Complies
KUCMOTHOCTE UMK WENOYHOCT |BbigepkuBasT TpebGosaHmns CooTeTcTBYET
Ph.Eur/ E®
Oxidizable substances/ Complies the requirements / Complies
BoccTaHasnueawnume '|BolgepxueaeT TpebGosanua CooTBeTCTBYET
BelecTsa Ph.Eur./ E®
~{Chlorides/ £0,5 ppm /xe Gonee 0,5 ppm Complies
Xnopvab! Ph.Eur./ E® CooTseTcTByeT
Nitrates / £0,2 ppm /ne Gonee 0,2 ppm Complies
HuTpartbl Ph.Eur./ E® CooTBeTCTBYET
Sulphates/ Complies the requirements / Complies
Cynedhatsl Boipepupaer TpeboBaHva CooTeeTcTBYET
Ph.Eur/ E® |
Ammonium/ 0,2 ppm Complies ‘
AmMmMuak - : Ph.Eur./ E® CooTBeTcTBYET
Calcium and Magnesium/ Camplies the requirements / Complies
Kanbuuit 1 MarHui BuiaepxuvsaeT Tpebaparua CoorBercTByer
Ph.Eur/ E®
Heavy metals/ ne Gonee 0,1 ppm Complies J
Tskenbie metTanol -|Ph.Eur./ E® CooTBeTCTBYET
: E{\due on evaporation/ < 4mg (0,004%) OCTaTOK He AOMKEH - 0,000%
OcTaTok Npy Bbinapvueaxdiu npesbllaTs 4 mr{0,004%) J
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| ABORATORIO REIG JOFRE, SA.
CERTIFICATE OF ANALYSIS

‘REIG JOFRE
Geoup

©/ Gran Capitan 10, Poligono industrial Fontsanta, Sant Joan E_)aspi. 08970 Bartalona, Spein, Tel: +34 934 806 719 Fax: 434 834 806 721

Ph.Eur./ E®

-

Volume nominal/

The volume not be less than indicated on the label /O6wem Complies

HomuHanbHbii abbem npenapara B0 (hnakoHe AONXeH 6biTb HE MeHee ykasaHHoro | COOTBETCTBYET
Ha 3TUKEeTKe
Ph.RuXI /T Xl
Analytical Test Specifications / : Results
. MokazaTenu ; Hopmbl ‘ PeaynbTaTbl
- |Sterility / ' Sterile/ npenapat AonkeH BbiTe CTEPUNBHLIM - e Complies
CTepunbHoCTb Ph.Ru.XIl membrane filtration method /T® XII, MeToA CooTeeTcTBYeT
' memBparHoi dunbTpauuu
Bacterial Endotoxins/ < 0,25 UE/mL/He Gonee 0,25 3E/mMn i Complies
BakrepuanbHble 3HAOTOKCUHbI Ph.RuXIl T X . ; COOTBETCTBYET

Secondary packaging/
Ynaxoska

50 mg of the product (Haemolytic effect 1:6000-1:12000) in|Complies

(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. 1

Mo 50 mr npenapaTta (remonUTUHECKUH ungeke 1 16000 —
1:12000) o donakoH, waroToBneHHeIl 13 GecuseTHOro CTekna
(rMaponuTUYeckut Knacc 1 E®), ykynopexHbli npoGkoi U3
peauHsl Tuna 1 (E®) u 38BUHUMBAIOLLMIACA NNacTMaccoBoi
KPbILWKOWH,

Kawaplil chnakeH Bmecte ¢ chnakoHoM pacteopuTens (5 mn
BOOb! ANA UHBEKLWIA B NONNATUNEHOBOM thnakoHe, repMeTUyHo
YKyNnopeHHOM) W HacajKoit-pacnbinuTenemM nomewawT B
nnacTukoebiit nognoH. NoanoH smecte © MHCTpyKUueh no
NPUMEHEHMIO NOMELLAIOT B KAPTOHHYIO NAYKY. b

colourless glass vials (type | of Eur.Ph.) with chlorobutyl stopper CootBeTcTByeT

Labelling/
MapkvpoBka -

The label of the lyophilisate vial in Russian indicate: the trade ‘ Complies

in one dose and dosage form: “OfHa foaa 0.13 Mn
nvocunuaar’, manufacturer. “Mpoussoputens: « flaGopaTtopno
Peiir Xodpe, C.A.», Ucnanusy, the internal packaging code,
which consists letters and numbers, the batch number, the
expiration date «loneH Ac:», the date of manufacture, the shart
name of the marketing authorization holder in English (EGIS),
the name of the marketing authorization holder, eity, country,
factory technical signs. , i

On the label of the solvent bottle in Russian indicate: the name
of the solvent and its volume: «PACTBOPUTE/L!(Boaa ansA
uHBeKLUA, 5 Mn)y, the solvent manufacturing company and the
country: «Mpoussogutens: «b. BpayH Meaukan C.A.»,
Wenanusy, internal packing code, which consists letters and

numbers, batch number (graphic image - @j). expiry date

(graphic image of hourglass L), name of marketing

authorization holder, city, country, factory technical signs .

On a pack in Russian indicate: the trade name of the drug with

a warning label ®, the dosage form and dosage of the drug, the

name of the active component and solvent and their quantity

| «1, ®naKoH ¢ akTUBHbLIM KOMNOHEHTOM COAEPXUT: nuodpunuaar
coka U aKcTpakTa knyGHel uuknameHa eBponefckoro CBexmx

50 Mr. 2. ©riakoH ¢ pacTBOpUTENeM COASPXKNT. BoAa ANA

WHBeKUuiA 5,0 mn.», the content of a ready-to-use solution of

the drug in one dose, the manufacturer of the drug and the

name of the drug with a warning label ®, dosage, drug content |CooTBeTcTByeT
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| ABORATORIO REIG JOFRE, S.A.

CERTIFICATE OF ANALYSIS
REIG JOFRE '

Poligono industrial Font

santa, Sant Joan Desp!, 08970 Barcelona, Spaln, Tek 434 934 806 719 Fax: 434 934 806 721

Wicnanus; storage conditions («Xpanutb npi Temnepatype He
abilwe 25° C, B 3aWyLLeHHOM oT ceeta Mecre. locne
pasgepieHua npenapar XpaHuTcA npy Temnepartype oT 2p08
°C, B TeveHue 15 cyToK, B JalLMLIEHHOM OT CBETa MecTe.n),
conditions of dispensing from pharmacies , warning labels:
«XpaHuTb B HEAOCTYNHOM ans aeteii Mecte., «[inA .B3pocnbX
u petedt ¢ 5 net», method of use: «Cnocof npuMeHeHus 1
[03bl — CM. MHCTPYKUKIO N0 NPUMEHEHNIO. Y, indications for use
of the drug: «[Ans neysxus ROCNANEeRUs NonocTy Hoca
OKONOHOCOBLIX Na3yx», graphic images, marketing
authorization number, logo, name of the marketing
authorization holder, city, country, internal packing code, which
consists letters and numbers, batch number, expiry date:
«"opeH [o:y, manufacturing date, barcode, factory technical
signs. :

'ﬂge batch number, expiration date and manufacturing date may
be applied on the side of the pack by embossing.

I .

Ha amukemxe ¢hnakoHa ¢ nuogunuzamom Ha DYCCKOM A3bIKE
yKa3blgaiom: Toprosoe HauMeHoBaKue npenapata ¢ ‘
npenynpegmenbnoﬁ MapkupoBkoi ®, [03npoBKY, copepXaHie
npenapara B oAHOI AO3€ W SieKkapCTBEHHYIO chopmy: «OpaHa
noaa 0,13 mn AuodhunuaaT, npeanpusTAe npouasoauTens:
«MponasoauTent: «NaBopatopuo Peir Xodpe, C.A»,
VcnaKusi», BHYTPEHHWA KOA, YNaKOBKM, cocToswun 13 Byks u
Umchp, HOMEp Cepult, CPOK FOAHOCTH «TopeH po», ABTY
W3rOTOBNEHWS, KpaTkoe HadsaHue nepxarens
pemc‘rpauuonHoro.yp,OCTdBepeHHﬂ Ha aHrMUACKOM A3bike
(EGIS), HassaHue pepxarens perucTpaLoHHero
yYAOCTOBEPEHUA, FOPOA, CTPEHY, 3aBOACKWUE TEXHAYECKUE
KEELUN t

Ha amukemke ¢hiakoHa ¢ pacm opumeneM Ha pyCCKoM A3bIKE
yKa3blgalom; yxa3bealoT Ha3saHie pacTBOpUTENA ¥ ero
obwem: ¢tPACTBOPUTENND (Boaa AnA UHBEKUMA, 5 Mn)y,
npeanpuUATHe-Npou3BOAUTENE pacTBOpUTENS U CTPaHy:
«MpouasoauTens: «b. Bpayn Meauxan C.A», Wcnanuan,
BHYTPEHHWIA KOA YNaKoBKY, cocTosmit u3 Byka v umdp, HoMep

cepwu (rpacpu-eckoe naobpaxeHue - LOT ) CPOK FOAHOCTH

(rpachnyeckoe n3oBpaxeHre Neco4HbIX 4aces “), HaspaHue
pepxatens perucTpauuoHHoro yAOCTOBEPEHNA, TOPOA, CTPEHY,
3aBOACKUE TEXHUYECKWE 3HAKW. ‘

Ha riauxe Ha DYCCKOM S3bIKE YKa3bIgarom: TOProsoe
HaumeHoBaHue npenapara ¢ npeaynpeauTensHoi
MapkvpoBKoit ®, nekapCTBEHHYIO chopMy U AO3UPOBKY
rlekapCTBEHHOro Npenapara, HaisaHue AKTUBHOIG KOMMNOHEHTa
11 pacTBOPUTENS U UX KONU4ecTea «1. dnakoH ¢ aKTUBHbIM
KOMMNOHEHTOM COAEPIUT: NUOhNU3aT CoKa U axcTpaKTa -
KnyGHen UuknaMmeHa eBpOnencKoro CBEXUX 50 Mr. 2. PNaKoH C
pacTROpUTENEM COARPXUT: BOARA ANA nHbekumit 5,0 Mn.y,
COAEpXaHue roToBoro K NpUMEHeHWIO pacTeopa npenapara 8
ofHoit Aose, npeanpuaTUe-NPoOUBOAUTEND npenapara u
cTpaHy «TpoussoauTanb! «NaGopatopuo Peir Xodpe, C.A»,
Wcnanus; ycnoausa xpaHeHus («XpaHuTb Npy TEMnepaType He
abie 25° C, B 3aWWLLEHHOM OT CBeTa MECTe. Mocne
passesieHus npenapar XpaHuTcs Npw Temnepatype 0T 2 A0 8
°C, B TeHeHne 15 CyTOK, B 3aLALLIEHHOM OT CBETA MEecTe.»),
yCnoBWA OTNYyCKa U3 anTek, npepynpeauTensHoie Haanueu.
«XpaHWTb B HEQOCTYNHOM ANA nereit MecTe.», «[lns B3pOCNbIX

| pereit ¢ 5 neT», cnocod NpUMEHEHHA. «Cnocob npumeHeHus

W A03bl — CM. WHCTPYKLU WK MO NpUMEHEHWIO.», nokasaHua K

4/5

4




LABORATORIO REIG JOFRE, S.A.

CERTIFICATE OF ANALYSIS
REIG JOFRE

Grout

C/ Gran Capllan 10, Poligono industrial Fontsanta, Sant Joan Despl, 08970 Barcelona, s

NpUMEHEHWIO Npenapara. «Ana neveHus BoCnaneHua nonocTy T
HOCA 1 OXONOHOCOBLIX NasyX», rpachudeckue u3oBparkeHus, :
HOMEPp perucTpaunoHHoro yAOCTOB@PEHUR, NoroTvn, HaspaHue
pepxaTens pericTpaunoHHoro YROCTOBEPEHUA, TOPOA, cTpany,
BHYTPEHHW KOA YNaKoBKH, cocToawmi ua Byks v Undp, HOMEP |
cepuu, CPOK ro[HOCTH: «TopeH [0 », [aTy U3roTOBNEHWUA,

- |wrpux-Kkop, 3aBOACKNE TEXHUHECKWE 3HAKM.

Homep cepuv, CPOK FOAHOCTY ¥ AaTY W3roTOBNEHWA
AONYCKAeTCA HAHOCUTL Ha 60KOBOl CTOPOHE NaYkn MeTOA0M

pain, Tel: +34 834 806 719 Fax: 434 934 806 721

TACHEHWA.
Warehousing/ Maximum temperature not more than 25 °C, preserved of light. Complies
XpaHeHue After solution the product will be preserved between 2 °C and 8 |CooTBeTCTBYET

°C maximum during 15 days, preserved of light. | .

Mpu TemnepaType He Bbille 25 °C, B 3allMUJEHHOM OT cBeTa

mecre. [ocne passefexus npenapar XpaHuTca  Npu

remnepatype or 2 ‘C a0 8 °C p Tedexne 15 cyTOK, B
’ 3allMLLIEHHOM OT CBeTa MecTe. .

Explry date*/ 5 years/ ner.

CpoK rogHoCTH

Complies
CooTBETCTBYET

+ Expiry date of tha box subordinated lo the miner mamufacluring date of both companents (lyophilised and water for injaction)/ Cpox aodnoc.:uu a;amnnunma
onpedensemen no Haubonee panwell dame npouseodcmea dayx Kounowexmos (nuagunuIam U soda OnA uHbexuud). I

Conclusion: The batch J2002RU1 complies with all requirements accordance with the Normative Documentation
(LS 000026-050210, changes 1-7) of Sinuforte approved by Health Authoritys of Russia. |
3akmovexve: Cepua J2002RU1 cooTBETCTBYET BCEM TpeboBaHuAM HopmarueHol JokymeHTauuw (NC 000026-
050210, uamenenus 1-7) npenaparta CuHydopTe, yTeepxaeHHo# MuH3apasom Poccuiickoit deaepaunn,

Date of expedition of Certificate: 10.08.2020. -

Quality Control Manager/ 3as. NaGoparopueit Qualified Person/ TeXHU4ECKWA AVPEKTOP.
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