JEPXUIKCITYKBA YKPATHU
JNEPYKABHA CJIYIKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KMIBCBHKIU OBJIACTI

npocnext Banepisn JlobaHnoschKoro, 51, M. Kuie, 03110, ten/dpaxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
npo AKiCTL BBE3CHOro B YKpainy JikapchbKoro 3aco0y

22.01.2020 Ne 87861/20/10

CHUHYDOPTE®

(HaRMeHy Bt AIKAPCHKOTO 3ac00Y 3MiIHO 3 PECCTPAILIfIFM NOCBIEHHM)

NOPOMOK JioQinizoBanNii ISl PO3UHIY AU IHTPAHA3ANLHOTO 3aCTOCYBAHHS, 35 nos,
remostitnunuii ingexe 1:6000 - 1:12000 1o 1 ¢purakony 3 NOPOLIKOM Y KOMIUIEKTI 3 1 amny/io10
PO3MUHHHKA 10 5 mul (Boa as in'€Kkuiii) Ta po3nuIoBa1emM-n03aTopom y KOHTYPHIii
uapyukosiii ynakosui; 1o 1 kouTyphiii yapyHKoBiil ynakosui B Mauui 3 KAPTOHY

(popma BrITyCKY, A03YBAHHS, BIA HAKYBAHHS Jlikapcbkoro 3acody)
Howmep peecrpauiiinoro nocsinuenns UA/6478/01/01 crpox aif peectpaniiinoro nocsinienns 01.01.2099
Cepis nikapcbkoro 3acoby Ne JI90SUAI KinbkicTs BBE3€HOrO Nikapebkoro 3acoby 4002

Bupo6HHK AT JlaGopatopio Peiir odpe, Icnanis

(HaliMeHyRaHHs BHPOBHHKA Nikapehkoro 3acoby. kpaiHa MOXOLKEHHS)

Biesero B Ykpaity ChijibHe yRPaiHCbKO-CCTONCHKE NANPHEMETBO Y (GopMi TOBAPHCTBA
3 oGMerxenoro Binnonigaabuicrio "Onrima-®apm, JTH", inenr. won:
21642228

(nakmenysatits ta ko 3a CJIPTIOY 1oputunol ocobu abo npizsuiie, iM's. 1o BarbroBi (hizHuHOT
0cobit - nianpuemus. i MiCHC ITPOKMBAIHS TA PecCTpanifitimi nomep 00NiKOBOT KAPTKH IaTHHKa
NOAATKIB ab0 cepist Ta HOMEP NacnopTa)

MpoTokoa Bisyansoro kourpomo sin 22.01.2020 N 5031/2.

3a  pesynbTaTaMH  [AEPKABHOTO KOHTPOMNO  BCTAHOBAEHO, LI  JHKapChKH 3aci6 BBeseHo B YKpainy 3

AOTPUMAHHSIM BUMOr 3aKOHONABCTBA O/10 3a6e3MeeH s AKOCTI JlikapChKHX 3acobiB.
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LABORATORIO REIG JOFRE, S.A.
CERTIFICATE OF ANALYSIS

REIG JOFRE

G/ Gran Capitén 10, - Poligono industrial Fontsanta, Sanl Joan Despi, 0897C Barcelona, Spain, Tel: +34 934 806 719 Fax; +34 934 806 721

CERTIFICATE OF ANALYSIS/ CEPTUDUKAT KAYECTBA Ne 5182/2019.

Product: SINUFORTE®,lyophilized powder for preparing sclution for intranasal using, 35 doses, haemolytic index
12 6000 - 1:12000, in vials Ne 1 with 5 ml of solvent in ampoules Ne 1 and nebulizer nozzle. / CUHVY®OPTE®,
NOPOLICK JIMODHH3HPOBAHHBIT AU PACTBOPA U HHTPAHA3ANBHOFO NpHMeHes 35 103, [H. 1:6000 — 1:12000
8O (prakonax Nel B KOMOIEKTE C PRCTBOPHTENEM 10 5 M1 B amnynax Ne| i1 pacnsmiurencm-no3aropom

[MpoussoanTens/Manufacturer: LABORATORIO REIG JOFRE, S.A/ AQ JIABOPATOPHO PEI[ JKO®PE,

Gren Capita, 10, 08970 SANT JOAN DESPI (Barcelona), Spain/ I'pan Kanura, 10, 08970 CAHT [XKOAH [JECHH
(Bapcenona) Mcnanus

Tisuenzus/ Manufacturing license: 0391

3aKiioueHHe OTHOCHTENBHO MOATBEPIKACHUA COOTBETCTBHS YCnoBui TIPOW3BOACTBA TpeDosanuaMm GMP/
Conclusion about correspondence of the manufacturing condition to the demands of GMP: NCF/1840/001/CAT
Cepua nosmep ioMnnexra / Batch number of kit: J1905UAL

Hara nponssonctea / Manufacturing date: 07.2019.

Hara seinycka cepunt B npofaxy / Date of batch issue: 29.10.2019.

Cpok rogrocti /Expiry date: 07.2022. h

Koa-ro npenapata B cepiu ynakosox / Batch size: 21 991 wr.

Cocras/Composition: Lyophilized powder of juice and aqueous extract from fresh tubers of Cyclamen europaeum
35 dose, H.I 1: 6000-1:12000/ Mopowok iuoduansupoBaHHbI coka # BOAHOFO IKCTPAKTA U3 CREXHX KyDuer
UHKIaMeHa erponeifckoro 35 go3 MM, 1:6000 — 1:12000

Registration certificate /Peructpaunonnoe cougerenserso Ne UA/6478/01/01

Heiicteutensbuo ao / Valid: Beccpounoe

Specilications/l opMatiBHas gokyMeHTauHs: MeTonbl KOHTPONIS KayecTna

Lyophilized powder/ Tpoussognrens/Manufacturer: LABORATORIO REIG JOFRE, S.A./ AD
Jhtodsnmsuposannsii wopourex | TABOPATOPHO PEUI JKO®PE. ‘
Gran Capita, 10, 08970 SANT JOAN DESP! (Barcelona), Spain/ Fpau KanuTa, 10
#8970 CAHT IKOAH OECNH (Gapcenona) Menasus
Batch number / Cepss: 11903
Manufacturing date//lata npoussoncrsa: 07.2019.
Expiry date / Cpok ropsocts: 07,2022,

Analytical tests/ Specifications/HonycrisMbie HOpMe! Result/Pezynerar
[Toxazarens kauecTsa
Appearance/ White or cream-brownish while porous mass/Tlopucras Complies/
Gnucanue Macca Benoro userTa IMGO ¢ KPEMOBATO-KOPHUYHEBLIM Cootsercrayer
OTTEHKOM
Solubility/ Easily soluble in water, practically insoluble in ethyl Complies/
PacTeopumocTs alcohol, acetone and chloroform/Jlerke pacteopuM B Boze, Cootsercrayer
MPAKTHYECKH HEPACTROPHM B JTIUIOBOM CIIHPTE, ALETOHE,
xnopodopme
1/4
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RelG JOFRE

LABORATORIO REIG JOFRE, S.A.
CERTIFICATE OF ANALYSIS

C! Gran Capitan 10, Poligono industrial Fonisanta, Sanl Joan Despi, 08970 Barcelona, Spain, Tel: +34 934 806 719 Fax: +34 34 806 721

Identification (Saponinsy
Machrudnrxauns Kaneerseuusie
PEaKullii Ha CANOHIHHbI

Test A. Foam reaction/
Vinentndgnxaums A
(nenocobpazoBanue)

Test B. Phosphotungic acid
reaction/Mpenrudiizauns b
{peaxums c hocdopho-
BONb(PaMOBOIT KHCROTON )
Test CTLC*

Foam formation/ITenooBpazopanue

Lack spot with a bluish tinge at the Solution A/B Touxe
HOGHECEHHA HCMBITYCMOro PacTBOPA AOIKHO
o0pa3oBaTLCA NATHO, OKPALIEHHOE B YEPHBII UBET ¢
CHHEBATbIM OTTEHKOM (CaUOHKHbL)

Al the beginning, an elongated greenesh-brown spot, a
purple spot just below the reference substance aescin, and a
deep greenish-brown spot just below that. [n the middle,
between the reference substances and just below the arbutin
spot, a greenish-purple spot may appear below the reference
substance aescin /Cpasy yanHHeHHOE 3eNEHO-KOPHUHEBOS
natHo. ProNeTOBOE NATHO HENOCPEACTBEHHO N0
pediepelTHLIM pacTBopoM A3CLHHA H HACKILECHHOS 3C/IEHO-
KOPHYHEBOC RATHO nox s, [Tocepennte, mexcy
pediepeHTHBIMM PACTBOPAMH U HETIOCPEACTBEHHO MO
ApPOYTHHOBBIM ISTHOM - 3€NIEHD-PHOIETOROE ATHO

Complies/
Coorpercrayer

Complies/
CoorsercTByer

Not performed /ua
AaHHOi cepui He
MpOBOLHICS

Total ash/OGuian 3ona

< 9.0% (Ph. Eur.2.4.16)

2,2%

Uniformity of weight/
ONHOPOAHOCTL MACChHI

Average mass of 20 samples (Ph.Eur. 2.9.5.}
290% obpazuce co cpegHed maccoi £10%
<10% obpazuce co cpenueii maccoii :20%

Complies/
Coorsererayer

Haemolytic effect {index)/ Not less than/He smenee 1: 6000 end no more than/ 1 He 1:9000
Onpegenedie remMonuTiHECKO Gonee 1:12000 . In house/Crannapt dupnur

2KTHBHOCTTH

Eoss on drying/ Moveps B Macce <6.5% (Ph.Eur. 2.2.32)) 3,6%

N[} BbiCYUIHBAHHH

Microbiological purity/
MuxpoGioneruyeckas YucTora

Ph.Eur 2.6.12, 2.6.13,5.1.4

Total aerobic microbial count / OBuiee xonukecTno
aspodueix Gavrepuii (TAMC) < 100 CFU/mn

Total combined easts/fmoulds count / OBiuee xonuuecTso
ApOoxOKeBRIN  rnecHessIX rpibor (TYMC) < 16 CFU/mn
Pseudomonas acruginosa - Absence in 1 ml of /otcyTeroue B
1 s

Staphylococcus aureus - Abscnee in 1 ml /of otcyTetsue B 1
Ma

LT 106 CFU/m]
meHee |0 CFU/mn
LT 10 CFU/mI
menee 10 CFU/Mn

Absent/Oreyrers.

Absent/Oreyrers,

For recovered solution/ J1ast BoccTAHOBIEHHOO
pacraopa

Clarity/Tipo3paysocrs Not more opalescent than solution I Ph. Eur.2.2.1/ Complies/

He nonmxen npeesiiars CradgapTHaiil pactsop 11 Cootsercrayer
Degree of coloration/ LipeTrocTs Not more intensely colored than solution BsPh. Eur.2.2.2./ | Complies/

He nomxen npeesimiats Crannapthutii pacteop By CootBercisyer
Unformity of weight / 0.13 g/rp £ 25%: >80%; Complies/
Onnopoanocts macesl {1 nossr) 0.13 g/rp + more/Bonsuie 25%, but less than/uo menbme Coornercteyet

35%: <20%
Total numbers of deliveries per >35 NLT 35
vial/OBuee KONHUECTRO 103 He menee 35
pH 5.0 - 6.8 (Ph.Eur. 2.2.3) 5.8

*Mneurdurxauus C (meton TCX) e HCronb3yeTCH KaK pyTHHHBIE TECT, @ TOMBLKO B Cyqae COMHEHHA ¥ HEODXOAHMOCTH
TPOBCACHIA OMOIHHUTENLEOH KAUCCTBCHHON PeakUui Ha CAlOHMHbL.
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REIG JOFRE

LABORATORIO REIG JOFRE, S.A.
CERTIFICATE OF ANALYSIS

G/ Gran Capitan 10, Poligono induslrial Fontsania, Sanl Joan Despi, 08970 Barcalona, Spain, Tel: +34 934 806 719 Fax; +34 934 806 721

Solvent for Sinuforte®/ PacToopurens
aas Cunydopre
Bona aas usnexunit  (Aqua pro
injectionibus, 5 ml

Manufacturer B.Braun/[Tponsgoanrens: b.Bpayu (Henaunn)

Batch number/Cepun: 13277404

Manufacturing date/dara npoeuisoncrsa: 06.2018.

Expire date/Cpox roanocrn: 06,2023,

Analytical tests/
Ifoxasarens kauectpa

Specifications/onycTambie HOpMbI

Result

Appearance/ Qnucanie

Clear and colored liquid without visible
particles/TIpospatunag GecuBetTHasn KHaKOCTh
6e3 BUAMMbIX YacTHU

Complies/ Coorsercrnyer

Clarity/TlpozpausocTs

< Standard solution I/Jranona [
(Ph.Eur.2.2.1)

Complies/ Cootsercrayer

Degree of coloration/ Lsetnocrs

<Standard solution B9 (Ph.Eur.2.2.2)

Complies/ CoateercTiyer

Particles/MacTiun

Particles of size /MacT.pazm. 210um: < 6000
wr/ira.

Particles of size/Uacr.pasm. 225um: €600
wt/§nak. (Ph.Eur.2.9.19)

Complies/ CooTsercrayer

Electroconductivity/Anexrponpesoayocts

<=25uS/cm

Complies/ CooTeercrsyer |

Acidity or alkalinity/ Kncnotsocts wnn
LUEJIOHHOCTE

Complies with demands of Monograph/
CootsercTByeT TpeSoBAHHIM

Complies/ CooTBeTcTRY T

Chlorides/Xnopuns <0.5ppm NMT 0.5 ppm
ne donee 0,5 ppm
Nitrates/Hurpars! <0.2 ppm NMT 0.2 ppm

ue Sonee 0,2 ppm

Sulphates/Cynsdarte

Absent/OrcyTeTpie

Complies/ CooTteeTcTayeT

Ammonium/AMMonuit

< 0.6 ppm

LT 0.2 ppm
meHee 0,2 ppm

CauMg

Complies with demands of Monograph/
Cootsercrayer tpeSobaniam

Complies/ CooTtserctayer

Heavy metals/
Takenwe metannw

<0.1 ppm

LT 0.1 ppm
uenee 0,1 ppm

Oxidable substances/ Okucasioumecs
cybcTauumu

Complies with demands of Monograph/
CooTeeTcTBYET TpeGOBAHHAM

Complies/ Cooraercteyer

Residue on evaporation/
Cyxoit ocTarok

<0.004%

0,000%

Sterility/CrepunsHocTs

Sterile/Crepunsusii (Ph.Eur. 2.6,1.)

Complies/ Coorsercrayer

Bacterial endotoxins/ 3HN0TOKCHHE!

<0.25 UE/ml (Ph.Eur. 2.6.14.)

LT 0.25 UE/mi
seHee 0,25 ED/nn
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LABORATORIO REIG JOFRE, S.A.
CERTIFICATE OF ANALYSIS

REIG JOFRE

Cf Gran Capilan 10, Poligono industrial Fonlsanla, Sani Joan Despi, 08970 Barcelona, Spain, Tel: +34 934 806 719 Fax; +34 934 806 721

Conclusion/3awnwvennc: Cepns nomep xomnexrta/ Batch number of kit: JI9050UAT complies with approved documents
and regulations requirements / cooTBeTeTBYeT TpeGoBARNRM YTBEPKACHHOH HOPMATUBHOMN A0KYMEHTAIIEN

Hakubine MOATBEPILAIO, YTO BhiIEYKATAHHAS HHGOPMALHA ABNASTCA AOCTOREPHOI 1 npasausoii, Haunas cepun
NPON3BOACTRA DhiNla Npo3BeaeHa (BKIOAA YIAKOBKY i MAPKHPORKY) H APOLLSA HCOBITAIINA KOHNTPONA KauecTsa Ha
BEILICYKA3AHHOM MPERNPHATHI B OJIHOM COOTBETCTRHM K Tpebosanuanm GMP, yCTaHOBRCHNBIX MECTHBIMH PETYAATOPHLIMI
OprananMi. A TaKkKe B COOTBETCTBITH CO CAEUH(IKALUAMIL, YTBEPIACHHLIX B PErIICTPALHOHHOM AOCHE. [potokons
NPOH3IBOLCTBA, ¥NIAKOBKH H KOHTPONA KAYeCTBa NposepeHbl M coorsercrayioT GMP / Hereby I certify the truth and reliability
of information above. This batch was manufactured (including packaging and marking) and verified on the above mentioned
manufacturing plant in the full accordance with principles of GMP laid down in domestic legisiation and specifications
approved in the registration dossier. The manufacturing, packing and quality control protocols are correspondence to the
requirements of GMP,

DHO v ponkHOCTE NUA, BLLIABWEro pa?.peremse Ha BuInyck cepun /Person responsible for batch release: (name and
'

position). /) ~
i MERGE PUIOL .
Signature LAAT
A

Date of exppditign of certificate/na®a ceprudurara: ¢ 5? AA / A9

Quality Control Manager/ Pykosonutens otaena KOHTPORS KauecTea:

Dale/ Jara; f‘<; A l ) Lk o ; : =
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