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INSTRUCTION FOR USE
of a medical device

Name
Multi-Gyn® FloraFem, gel for normalization of vaginal flora, 5 ml, 5 pieces per pack (hereinafter
referred to as “Multi-Gyn® FloraFem”)

Purpose
Multi-Gyn® FloraFem is designed for prevention of vaginal microflora and pH level disorders, with
the aim of its normalization and natural maintenance due tQ moisture.

Description

Non-sterile, semitranslucent, colorless with yellowish tone, low viscosity gel with a slight smell of
aloe.

Composition:

Active component: Galactoarabinan Polyglucuronic Acid Crosspolymer*

*20QR - complex, patented bio-active polysaccharides

Excipient components: lactic acid, xanthan gum, fructooligosaccharides, lactitol (lactitol
monohydrate), hydroxypropyl methylcellulose, sodium hydroxide, glycerin, levulinic acid, p-anisic
acid, caprylyl glycol, water.

Characteristics and properties

Multi-Gyn® FloraFem is a gel for intravaginal application, the effectiveness of which is due to the
combination of following properties: barrier (anti-adhesive) activity of 2QR, blocking the
mechanism of adhesion of harmful microorganisms to vaginal epithelium by correcting or
maintaining natural acidic environment in vagina. These properties provide an effective mechanism
aimed at eliminating symptoms; such as itching, irritation, unpleasant odor and excessive discharge.
The mechanism by which Multi-Gyn® FloraFem eliminates these vaginal problems, is based on
neutralization of harmful microorganisms.

Fructooligosaccharides and lactitol (disaccharide analogue of lactulose) are used in the product as
nutrients that stimulate lactobacilli growth. Xanthan gum and hydroxyl propyl methyl cellulose are
natural bioadhesive thickeners that contribute to film formation. Combination of fi-agrances of
natural origin (water, glycerin, levulinic acid, p-anisic acid) with a mild inherent odor and
biostabilizing properties at the same time. Caprylyl glycol is used as a humectant agent and has
antimicrobial properties. Sodium hydroxide and lactic acid are used as a pH buffer system that
corrects and maintains stable physiological acid pH value (3.7-4.1) after gel application.

Multi-Gyn® FloraFem is a topical gel and is not absorbed into body. All components of the product
are included in the register of cosmetic components of the European Commission. As ingredients of
the medical device, these substances are used to ensure its use for moisture and do not have any
pharmacological effect.

Indications for use

The gel is used by women of all ages for prevention of vaginal microflora and pH disorders:

- Itching, irritation, unpleasant odor and discharge (including caused by vaginal candidiasis),

- disruptionyimbalance of the vaginal microflora disorders associated with menstruation, sexual
activity, swimming, taking antibiotics, health problems;

- (recurrent) distribution of vaginal yeast microorganisms (of the genus Candida).
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Contraindications
Hypersensitivity to the components of the device. Before the first use, apply a small amount of the

gel on the inside of the forearm. It is not advisable to use Multi-Gyn® FloraFem in case of itching or
reddening.

Dosage and administration
Intravaginal. The gel is applied directly to vaginal mucous membrane using a special form
applicator, which is a continuation of the tube

Recommended doses:
Frequency and duration of application is set individually depending on experience or according
to recommendations of a gynecologist.

To prevent vaginal diseases (e.g. recurrent candidiasis), maintain vaginal lactobacillus flora and
protect against vaginal diseases use 1 tube of Multi-Gyn® FloraFem with 1 dose of gel every 3
days.

To relieve itching, burning and irritation in vagina, eliminate unpleasant odor and discharge use
1 tube of Multi-Gyn® FloraFem with 1 dose of gel whenever you need to eliminate these
symptoms.

To eliminate symptoms of vaginal candidiasis use 1tube of Multi-Gyn® FloraFem with 1 dose of
gel before bedtime, for 5 days.

Multi-Gyn® FloraFem should not be used for more than 30 days, it allows vaginal flora to self-
regulate without additional support. In case of persistent or recurrent symptoms consult your
physician.

Method of administration into the vagina: See the drawings below.

3. Carefully insert the 4. Squeeze slightly the 5. Remove the tube,

contents against the tip  thin end of the tube to deposit the gel still squeezing
of the tube applicator (of the tube) into the vagina.

2. Break offthe tip of into the vagina

the tube by twisting.

Note: The tube is designed to dispense the recommended amount of gel.

Preliminary disinfection or sterilization of the tube before gel application is not required.
Application of the product does not require special skills and training of consumers and/or medical
workers.

Side effect
No side effects known.

Warnings and precautions

For intravaginal application only!

Please be aware! Immediately after gel application you may feel warmth and easy tingling. It is
normal and completely disappears in a few minutes.
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Since Multi-Gyn® FloraFem has optimal acidity (low pH) for vagina, and sperm has alkaline
reaction (high pH), its use can reduce sperm activity. Therefore, it is not recommended to use
Multi-Gyn® FloraFem during ovulation if you are trying to get pregnant.

Multi-Gyn® FloraFem is not a contraceptive, does not treat or prevent sexually transmitted diseases.

Interaction with other drugs
Multi-Gyn® FloraFem is not a drug and has no known interactions with drugs.

Pregnancy and lactation
No contraindications for use of Multi-Gyn*® FloraFem during pregnancy and lactation are
established.

Presence of a medicinal product for medical use or materials of animal and (or) human origin
in the medical device

Multi-Gin® FloraFem does not contain medicines for medical use, materials of animal and (or)
human origin.

All components of the product are included in the registry of cosmetic components of the European
Commission. In the composition of the medical device, these components do not possess a
pharmacological action, but perform a mechanical function (barrier, anti-adhesive) and moisture.

Multi-Gyn® FloraFem contains a Lactitol monohydrate, which according to data of the State
Register of Drugs of the Ministry of Health of the Russian Federation is registered as a
pharmaceutical substance (28.09.2011 ®C-000158 Manufacturer by Danisco USA Inc.). In this
composition, this component has nutritional functions for the growth of lactobacilli (lactitol is a
disaccharide analogue of lactulose).

Technical specifications

A tube with an applicator for intravaginal application, which is a continuation of the tube, is made
of white plastic (white polyethylene resin Dowlex 2552E, certified for food and medical devices
production) and sealed.

Weight of 1tube is 7.9 - 8.3 g, total length of the tube with an applicator is 111.0 £ 0.7 mm. Weight
of the product (5 single-dose tubes with instructions for use in a cardboard pack) is 52.3 - 52.7 g.
Multi-Gyn® FloraFem does not comprise parts (units), accessories that are not medical, but intended
for use in combination with it.

Multi-Gyn® FloraFem is produced in accordance with the requirements of national and international
standards: Council Directive 93/42/EEC, EN ISO 13485, and EN ISO 14971.

In terms of biological effects on the patient, the materials used meet the requirements ofthe EN ISO
10993 series of standards. The gel is biologically safe and resistant to biological fluids and body
tissue secretions with which it comes into contact during use.

Labeling and packaging
Labeling of the device contains the following information (symbols on the primary and secondary

Symbol Explanation Symbol Explanation
(symbol title) (symbol title)
y Manufacturer Read the instruction carefully
m before use
Temperature limits Do not reuse
0]

Conformity to European standards
and identification number of the
competent certification authority.
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Additional advertising information is allowed on the produet packaging.

Presentation
Vaginal gel, 5 ml. 5 single-dose, plastic tubes and the Instruction for Use in a cardboard pack.

Shelf life
3 years. Do not use after the expiration date.

Medical device maintenance and repairs
The device is for single use only. The device is not subject to maintenance and repairs.

Manufacturer’s warranty
The manufacturer guarantees the preservation of the product’s properties provided that device

transportation parameters and storage and operation conditions are maintained over the shelf life of
the product.

Storage conditions

Keep out of reach of children. Store in a plaee protected from light at a temperature of +10 to
+25°C and relative humidity of 60%-80%. Do not freeze. The device is for single use only. Do not
store an opened device.

Operation conditions

The device is intended for individual use at home and/or in healthcare institutions. To prevent
contamination, the tip of a tube must not come into contact with any other surface. If the primary
package of the device is visibly damaged, it not advisable to use the product. The recommended
operation conditions of the device are the nominal temperature of +32 to +42°C and relative
humidity of 40%-80%.

Transportation conditions

All types of enclosed transport in accordance with the rules for carriage of goods. The medical
device can be transported at a temperature o f+10 to +25°C and relative humidity of 60%-80%. Do
not freeze.

Disposal and destruction

In the home setting, any unused (expired) device or used deviee should be discarded with household
waste.

In medical and/or pharmaceutical institutions, any unused (expired) device or used device is
discarded in accordance with the requirements/rules of the purchasing country. At the territory of
the Russian Federation, the medical device belongs to the hazard class A (epidemiologically safe
waste) in accordance with SanPiN 2.1.7.2790-10 and is subject to disposal with household waste.

Pharmacy purchasing terms: Over the counter.

Manufacturer:
BioClin B.V., Delftechpark 55, 2628 XJ, Delft, Netherlands,
Tel. +31 (15) 2561999, e-mail: info@bio-active.com

Authorized representative of the manufacturer in the Russian Federation:
AO “Pharm-Sintez”, 2" Kabelnaya Street, 2, bid. 46, Moscow, 111024,
Tel. +7(495)796-94-33, e-mail: info@.pharm-sintez.ru

Date of revision of the Instruction: November 2018.
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I, mr Klaas Johannes van den Dool, civil-law notary practising in Delft, have
authenticated the above signature of W.J. Bast, whose personal details are
stated on the identity docunnent of which a copy has been attached hereto.
The person who acts in this matter has not been informed by the undersigned
about the content and the consequences.

The statement of the undersigned only servds to establish the identity of the
person who acts in this matter.

The authentication of the signature of the person who acts in this matter does
not imply any assessment of his authority and/or of the capacity in which he
acts.

Any liability that does not pertain to the identity of the person appearing is
explicitly excluded.

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

Country; THE NETHERLANDS

This public document

has been signed by mr. K.J. van den Dool
3, acting in the capacity of notary at Delft

4. bears the seai/stamp of aforesaid notary

~

Certified

in Den Haag 6, on 08-01-2019
bv the registrar of the district court of Den Haag

~ 01
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MepeBof ¢ aHIMIACKOTO s3blKa Ha PYCCKMiA A3bIK

MHCTPYKUMSA MO NPULLIEHEHWIO
MeANLIMHCKOI0 13aenns

"enb 419 HOpMan3auumy BarvHasbHOM MUKPOG/I0pbI
«MynbTu-I Min® Pdnopadem, 5 M1 Mo S LUTYK B yNaKOBKe»

MponssoguTens: buoKnuH B.B., AendTexnapk 55, 2628 XJ, endt, HuaepnaHapbl

Y A0CTOBEPSt0 TOYHOCTb, BEPHOCTb U NMOAMIMHHOCTb TEKCTA HACTOALLIETrO JOKYMEHTA.
damunms, UMs 1 AoMKHOCTb NnLa,

YMONHOMOYEHHOI0 Ha NoanucaHue

NoA06HbIX AOKYMEHTOB Moanwuch: < noanucaHo >

. [aTa 8ansapa 2019 roga
-H M. N BaeT

[npekTop no npon3BoACTBY

<LLItamn ¢ norotunom: BNOK/TIMH (BIOCLFN)
BIO-ACTIVE SELFCARE
CAMONOMOLLb C NCMNOJ/Ib3BOBAHVNEM BNOAKTVBHbIX MPEMAPATOB >
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NHCTPYKUWA NO NPUMEHEHUIO
MeJULMHCKOro 13aenns

HavmeHoBaHWe
"enb Ana HopManu3auumn BarmHaabHoOn Mukpodnopbl Mynbin-I'vH® ®dnopa®em, 5 Ma no 5 WTYK B
ynakoBke (ganee Mynstu-I'vH® dnopadem)

Ha3HaueHune
Mynbin-I vi® ®dnopa®em npegHasHayeH A5 NPOPUNAKTUKA HapyLUEHNIA MUKPOMIOPbI U YPOBHS
pH BnaranvLia c Lenbo eé HopMann3aLnm U eCTECTBEHHOT0*NoAAepXKaHNA 3a CHET YBNAXKHEHUS.

OnucaHue

HeCTepMﬂbelﬁ, nonynpospal-lelVl, 6ECLI|BeTHbII7I C XXeNToBaTbIM OTTEHKOM reflb HWU3KOIN BA3KOCTU C
JIETKNM 3alaxom a/103.

CocTas:
AKTUBHbIA KOMMOHEHT: CeTuaTblii COMNONMMEP ranakToapabuHaHa W  MOMUT/IFOKYPOHOBOW

KWUCNOTbI™

*20R - 3anaTeHTOBaHHbIA KOMMIEKC BMOMOMMYECKN aKTUBHbIX NOMMCaxapuaos
BcnomorartesibHble KOMMOHEHTbI: MOJIOYHAA KUCOTa, KCaHTaHoBasd Kamefb, (hPYKTOONMUro-
caxapufipbl, NakTuton (NakTUTon MOHOruapar), rMAPOKCUAMNPONUAMETUALENNI0N03a, TMAPOKCUL
HaTpus, rNLEPVH, NeBYIMHOBAA KUCIOTa, P-aHUCOBaA KUCIO0Ta, Kanpuiuarnnkons, BoAa.

®PYHKLMOHA/IbHbIE XapaKTePUCTUKMN 1 CBOCTBA

MynbTu-Mr'MH® ®nopa®em npeAacTaBnsieT cO60M renb AN UHTPaBarMHa/lbHOr0 MPUMEHEHNS,
3(hheKTUBHOCTb KOTOPOro OOYCNOBMEHA COYETAHWEM CreAyHLMX CBONETB: OGapbepHOW (aHTwW-
afire3VBHOM) aKTMBHOCTbIO 2QR-KOMnneKca, 6/TOKMPYIOLLIEr0 MEXaHW3M aaresny MMKpoopraH1M3moB
K BarvHa/lbHOMY 3MNUTENINIO 3a CHET NOALEPXKaHWNSA eCTECTBEHHOI KMeNoii cpefbl BO Bnaraiuwe. 3tu
CBOMCTBA NPeACTaBNAOT 3(PEKTUBHBIA MeXaHU3M, Harpas/ieHHbI Ha YCTpaHeHWe CUMMTOMOB;
Hanpumep, 3yfa, pasfpakeHus, HENPUATHOrO 3arnaxa WM 4pe3MepHbIX BbLUeneHUA. MexaHusm
[elcTBuA, ¢ nomowplo Kotoporo MynbTu-I'vH® dnopadem ycTpaHseT 3TM NpobfiemMbl BO
BlaraimLLe, OCHOBaH Ha HeMTpanmnsauuy BpeaHbIX MUKPOOPraHU3MOB.

®pykToonurocaxapuipl (FOS) n nakTUTON (gMCaxapuiHbIiA aHaior NakTyno3bl), UCMOb3YOTCA B
COCTaBe U3feNns Kak nuTaTe/ibHble BELLECTBA, CTUMYPYIOLLME POCT fakTobakTepmin. KcaHTaHOoBas
KaMeb W TUAPOKCUMPONUAMETULENNON03A - 3TO HaTypasbHble OMOaAresvnBHbIE CryCTUTENN,
KOTOpble  CNOCOOGCTBYHOT  (hOPMMPOBaHUIO  GapbepHO  nneHkW. KombuHauus HaTypasibHbIX
apomartmn3aTopoB (BOAa, T/IMLEPWH, JfIEBY/IMHOBASA KWCMOTA, P-aHUCOBas KWUCNOTA) C MATKAM
cneynduyeckum 3anaxom, o6nagaet 6uMoCcTabunnsnpyowmMm cBorMcTBamn. Kanpuamnrivkosnb
NCMO/b3YeTC B KayeCTBe B/aroyfepXXmBatoLero Bewlectsa M 00/1a4aeT aHTUMUKPOOHbLIMM
cBolcTBamMu. MAPOKCUA HATPUA M MOMOYHAA KUCNOTa MCMONb3ytTCs B KadectBe pH 6ydep-
CUCTEeMbI, 00eCrneymBatoLLyt0 KOPPEeKUMIO W MNoAajepXaHue CTabuibHOro, (hU3MoIornMyYecKoro
KMCMOTHOro 3HayveHusa pH (3,7-4,1) nocne annavkauun rens.

MynbTu-Ir'H® Pnopadem SBASETCA refleM MeCTHOro AeWCTBUS B OpraHusme. Bce KOMMOHEHTHI
N3enns BKIKOYEHbI B PEECTP KOCMETMYECKUX KOMMOHEHTOB EBponeiickoi Komuccun. B cocTase
MEAMLMHCKOIO M3[eNMA 3T BeLlecTBa MCMOMb3YKTCA [ANd  06ecneyveHns  YBNAXHEHUS W
peanM3yroTCs He 3a CYET (hapMaKo/IorMyYecKoro AencTaus.
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lNokasaHMA K NPUMEHeHU0

leNb  NPUMEHSETCA O>KeHWMHaMW NO0ro Bo3pacta B LensaxX NPOPUIAKTUKN  HapyLLeHW
MUKpPOiopbl 1 YpoBHSA pH Bnaranunilg,;

- 3y[, pasfpaXeHue, HenpusaTHbIA 3anax W BbldeneHns (B T.4. Bbi3BaHHble BarvHabHbIM
KaHAMO030M);

- HapyLLeHns/HecbanaHCPOBAHHOCTb BarMHa/IbHOM MUKPOGIOPbI, CBS3aHHblE C MEHCTpyaumsamMu,
MOJIOBOM aKTUBHOCTBIO, NjiaBaHeM, NMPreMoM aHTMOMOTUKOB, NPo6aeMamu CO 3[40POBLEM;

- (peumavBHOE) pacnpoCcTpaHeHWe BarvHa/IbHbIX [APOXOKEBLIX MWKPOOPraHW3mMoB (U3 pofa
KaHavpa).

[MpoTBONOKa3aHNA

[MoBLILWEHHAA WHAMBMAYaIbHAA BOCMPUMMYMBOCTL K KOMMOHEHTaM u3genus. [lepen ero
nepBoHavasibHbIM MPUMEHEHMEM HaHECUTe HebOMbLUYH [03Y renst Ha BHYTPEHHIOK MOBEPXHOCTb
npeanneybs. B cnyyae NposiBNEHUA anfieprmyeckont peakumun, He W1Cnonb3oBatb MynbTu-IMH®
®nopadem.

Cnoco6 NpUMeHeHUs 1 103bl

VHTpaBarmHasibHO. el HAHOCUTCS HEMOCPEACTBEHHO Ha CMM3UCTYHO Bharainwa ¢ noMoLLbo
annaukaropa crneupanbHo (hopMbl, KOTOPbIV SBNSETCH NPOAO/HKEHNEM THOOMKA.

PekomeHAayeMmble f03bl:
YacToTa 1 ANUTEeNbHOCTb NPUMEHEHUS YCTaHaBIMBAETCA WHAMBUAYAIbHO B 3aBUCMMOCTU OT

OLLYLLIEHWA UMM COFNAcHO PEKOMEHJALMAM Bpaya-rMHEKONora.

[ns npounakTnky 3ab6oneBaHUiA Brarasvwa, 1 nofaepXKaHus nakrobakTepuasbHON (nopsl
BlarasmLLa u 4ns 3awmTbl NPOTMB 3a601eBaHNIA BNarasiviia ucnonb3yinte 11061k Mynbtu-I'iH®
®nopa®em ¢ 10300 rens Kaxable 3 HS.

[ns CHATWA 3y[a, MOKEHMA U pa3fLpaXeHns BO Bnaraiuile, YCTpaHeHUs HernpuaTHOro 3anaxa u
BblAeNeHNI ncnonb3yite 1 TI06MK MynbTu-I H® dnopadem ¢ 1 0300 rens BCAKWIA pas, Korga
BaM He0OXO4MMO CHSTb 3TU CUMMTOMBbI.

[ns ycTpaHeHWs CUMMTOMOB KaHAMAO3a Bnaraiviwa mcnonb3yinte 1 THOUK MynbTu-IMMH®
®nopadem cl 40301 rens nepes CHOM, B TeHeHWE 5 AHEN.

MynbTn-I'H® Priopad®em He criefyeT NPUMeHATb Aonblue 30 AHER, 3TO AaeT BO3MOXHOCTb AN
caMmoperynsuum  BarvHasbHoM  (iopbl 63 [LOMONMHUTENbHON  NOAAepXKW. B cnydae
NePCUCTUPYIOLWUX WU PELMANBUPYIOWUX CUMNTOMOB 06paTUTECh K CBOEMY flevallemy Bpady.

Cnoco6 BBeAeHVe BHYTPb BRara/miia: CM. PUCYHKIN HMKe

3.0CTOpOXXHO BBEAMTE 4.AKKypaTHO 5.Mpopomkaiite
coaep>Xnmoe Trobrka TOHKMNIA KOHeL|, HafjaBuTe Ha THOUK, CKMMaTb THOOMK B
MO OTHOLLEHNIO K annnkartopa (Tiobnka)  YTOObl BBECTU leflb BO  MPOLIECCe U3B/IEYEHUA
HaKOHEYHUKY BO BliarajimLLe BraranmLle rens
2.0T1omunTe
HaKOHEYHMK THOOMKa
nepexkpy4yMBaHmemM
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MpumeyaHe: THOMK CKOHCTPYMPOBaH [/151 403MPOBaHNS PEKOMEH/J0BaHHOIO KOMMYECTBa refs.

MpoBefeHMe NpeaBapUTeNbHbIX AE3MHDULMPYIOLWMX WA CTEPUN3ALMOHHLIX Npoueayp THobmka
nepes HemocpeacTBeHHbIM NPUMEHEHNEM Tens He TpebyeTcs.

MpyMeHeHVe n3genus He TpebyeT creuuanbHbIX HaBbIKOB W MOArOTOBKM MOTpebutens u (Min)
MeAMLMHCKOro paboTHMKa.

Mo6o4Hoe aencTBme
Mo604YHbIE 3PDEKTHI HE U3BECTHI.

B3anmopelicTBume C ApyrMmmn neKapcTBEHHbIMI NpenapaTamm
MynbTu-Fr’MH® dnopa®em He SBNSETCS NEKAPCTBEHHbIM CPEACTBOM W He WMEET M3BECTHbIX

B3aVMMOZEWNCTBMWI C NeKapCTBEHHbIMY NpenapaTamu.

BepeMeHHOCTb N nakTaums

MpoTuBonokazaHus Ans npumeHeHUss MynbTu-I'mH® ®nopadem BO BpeMsi GEpeMEHHOCTM U B
nepuos nakralumn He yCTaHOB/EHbI.

MpeaynpexaeHns 1 Mepbl NPeAOCTOPOXKHOCTH

ToNbKO AN MHTpaBarnHasbHOro NPUMeHeHus !

O6patnte BHUMaHWe! Tlocne HaHeCeHWs rens MOSBASETCS OLyLIEeHWe TennoTbl, J1IerKoro
MoKa/IbIBaHWA, NOMIHOCTHIO MUCHE3atoLLee Yepe3 HECKOTbKO MUHYT.

Mockonbky MynbTu-I'MH® dnopadem 06/1a4aeT BLICOKOW KMCIOTHOCTHIO (HU3KUM 3HaveHrem pH)
[NA Bnaraauwla, a cnepMa MMEET LLENOYHYH peakumto (BbICOKMIA 3HaYeHeM pH), ncnonb3oBaHme
rens MOXKeT CHMXXaTb aKTMBHOCTb Crnepmbl. [103TOMY He peKOMeHZAyeTcs MCnonb3oBatb MynbTu-
H® dnopadem B Nepuo OBYNALMM, NPU NAaHUPYyeMor 6epeMeHHOCTM.

MynbTU-Mr'MH® ®nopadeM He SABMSETCA KOHTPALENTUMBOM W He MNpeaoTBpallaeT 3aboneBaHus,
nepefasaemMble MOMOBbIM MyTEM.

B3avmogeicTeue ¢ Apyrumm neKapcTBeHHbIMM MpenapaTamu
MynbTn-T'H® ®nopa®em He sABMSETCS NEKAPCTBEHHbIM CPEACTBOM U He WMEET W3BECTHbIX

B3aI/IMO,£I|EI7ICTBI/II7I C NEKapCTBEHHbLIMU MpenapaTtamMmu.

BepeMeHHOCTb U nakTaums
MpoTrBOMOKasaHUa 4718 NpuMeHeHUss MynbTu-M'vH® ®nopa®em BO BpemMsi GepemMeHHOCTU U B
Nnepuoz NakTaumu He YCTaHOB/EHbI.

Hannuve B MeAVULUMHCKOM WU3OeNNM  NNEKAPCTBEHHOro CpefcTBa ANnA  MeAULMHCKOro
NPUMEHEHNSA, MaTEPUasIOB XXMBOTHOIO U (U/14) Ye/I0BEYECKOT0 MPOUCXOXAEHNS

MynbTn-N'H® ®nopad®em He COLEPXUT B CBOEM COCTaBe J/1IeKAPCTBEHHbLIX CPeACTB A/1d
MeLMLMHCKOro NMPUMEHeHUs, MaTepuasioB XXMBOTHOMO U (M) YeI0BEYECKOro MPOUCXOXAEHNS.
Bce KOMMOHEHTbI M3AeNust BK/IKOYEHbI B PEECTP KOCMETUYECKMX KOMMOHEHTOB EBponeiickol
Komuccumn. B cocTaBe MeAULMHCKOro U34eNns 3T KOMMOHEHTbI He 06/1a4at0T (PapMaKo10rMyecKnm
[EVCTBMEM, a BbINOHAKT MEXaHUYECKYHO (YYHKLUMIO (BapbepHYHO, aHTUALre3MBHYIO) U YBNXKHEHNE.

MynbT-T'vH® ®nopa®eM COAEPXXUT B CBOEM COCTaBe NaKTUTON MOHOrMApart, KOTopbli B
COOTBETCTBUM C AaHHbIMWU rOCYLapCTBEHHOIO0 peecTpa /IeKapCTBEHHbIX CpefAcTB MuH3gpasa P
3apermcTpuposaH B KayecTBe (hapmaueBTU4yeckon cy6ctaHumm (PC-000158 ot 28.09.2011
npoussoactea [MaHucko CLUA. WHK.). B AaHHOW KOMNO3UUMWM 3TOT KOMMOHEHT 06nagaet
(YHKUMAMWU NUTaHUA 4N pOCTa NaKTO6aKTEPUIA (NaKTUTON-3TO AMcaxapuaHbIA aHanor NakTyiosbl).
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TexHnYecKue xapakKTepucTuKu

Ty6a ¢ anniukKaTopom A8 MHTPaBarvHaJbHOrO NPUMEHEHWS, KOTOPbIA ABNAETCA MPOLO/HKEHNEM
TyObl, W3roToB/IeHa M3 6enoro nnactuka (6enas nonuatuneHosas cmona Joynekc 2552E,
cepTuMUMpoOBaHa /19 MPOM3BOACTBA MULLEBLIX MNPOAYKTOB W MEAUUMHCKUX U3L4enuil) u
repMeTUYHO 3anasHa.

Macca 1T1y6bl - 0T 7,9 1 go 8,3 r, 06was gnnHa Tybsbl ¢ annankatopom 111,0 = 0,7 mMm.

Macca nzgenus (5 04HOL030BbK TYO C UHCTPYKLMER NO NPUMEHEHMIO B Nayke KapTOHHOW) - OT
52,3 po 52,7 .

MynbTu-Ir'H® Pnopa®emM He COAEPXKUT B CBOEM cocTaBe YacTeld (Y3/10B), NPUHALNEXHOCTEN, He
ABNAOLLMXCA MEAULMHCKUMM, HO MPeLyCMOTPEHHBIX A4/151 UCMO/b30BaHNA B KOMOUHALMW C HAM.
MynbTn-Ir'vH® ®nopadem BbIMYCKAETCH B COOTBETCTBUM C COGMIOAEHVEM MEXAYHapOAHbIX W
HauMOHaNbHbIX cTaHAapToB: AupekTnebl Coseta 93/42/EDC, EN ISO 13485, EN ISO 14971.

Mo 61oNOrnMyYecKOMy BO3LENCTBUIO HA NauMeHTa WUCMob3yeMble Matepuasibl YAOBNETBOPSIOT
Tpe6oBaHuAM cTaHAapToB cepun EN I1SO 10993. enb Guonoruyecky 6e3onaceH v ycToumMB K
BO3AENCTBMAM OMOMOTMYECKMX >KUAKOCTEM W BbLUEMEHWIA TKaHel OpraHu3ma, ¢ KOTOPbIMW OH
KOHTaKTMPYET B NPOLLecce 3KcnayaTauuu.

MapKnpoBKa 1 ynakoBKa

MapKu1poBKa U3LeNna COLePXUT CeayroLLyto Hdopmalmio (0603Ha4YeHne CUMBO/IOB Ha
MePBUYHON 1 BTOPUYHOW YNaKoBKax):

Cnmson NoAcHeHWe Cnmion NoscHeHne
(HaiMeHoBaHMe CMMBO/A) (HanmeHOBaHMe CMMBONA)
NpownssoauTe/b MNepepn ncnonb3oBaHneM
w A T BHUMATE/IbHO NpounTanTe
WHCTPYKLMIO
OrpaHu4yeHns Mo Temneparype ' ' He mcrnonb3oBaTe NOBTOPHO
X

O603HayeHne COOTBETCTBUSA
€BPONEeCKMM CTaHaapTaM, a Takoke
WAEHTU(NKALMOHHBIA HOMEP
YMNOMHOMOYEHHOr0 opraHa rno
cepTUmKaLmn

C € 0482

Ha ynakoBke 13aenvs Aonyckaetcs 4ONONHUTENbHAsA MH(OPMaLIMA PEKNAMHOTO XapaKTepa.

dopma BbliMnycKa

enb BarvHa/IbHbIA 5 M. 5 04HOA030BbIX NIACTMACCOBbIX Ty6 C MHCTPYKLUMEN MO NPUMEHEHUIO B
nayke KapTOHHOM.

Cpok rogHoctu

3 roga. He ncnonb3oBatb Mo UCTEYEHUN CPOKa rOAHOCTM.

TexHNYeCKoe 06CNYXKNBaHME Y PEMOHT MEAVULIMHCKOTO U3aeNus
3nenme 0fHOPa30BOr0 MCMO/b30BaHMSA. TEXHUYECKOMY 06CMYXXUBAHUIO 11 PEMOHTY He MOANEXNT.

["apaHTNA npounsBoauTens

Mpou3BOANTENb FapaHTUPYeT COXPaHeHVe KauyecTB MpPOAyKTa, NpW COG/MIOAEHUM MapameTpoB
TPaAHCMOPTUPOBKN WM3AeNNs, COG/MIOMIEHNE PEXUMA XPaHeHUs 1 3KCMyaTauunm B Mepuog Cpoka
FOIHOCTU MPOJYKTA.
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YcnoBus xpaHeHus

XpaHuTb B HEAOCTYNHOM A1 AeTeil U 3alyeHHOM OT CBeTa MecTe npu Temnepatype ot +10 fo
+25° C 1 OTHOCUTENLHOM BRaXHOCTU oT 60% Ao 80%. He gonyckaTb 3aMopakmBaHus. W3genve
npefHasHayeHo 18 O4HOPA30BOro MCMO/Mb30BaHUA. XpaHeHWe W3AeNns Moc/ie ero BCKPbITUS He
[IONYCKaeTCs.

Ycnosusa akcnayaraumm

MpegHasHayeH TOMbKO AN UHAMBWUAY&/IbHOTO WCMOMb30BaHUA B AOMALLUHUX YCNOBUAX W/WN B
NeyebHO-NPOMPUNAKTUYECKUX  YUpeXaeHUax. Bo usbexaHve WHOULMPOBaHMS, He [OMyCKanTe
KOHTaKTa HakOHeYyHWKa To6uKa ¢ NHoboM Apyror MoBep)LloCTbio. B cnyvae Hanvums BUAUMBIX
MOBPEXAEHNA Ha MEPBUYHON YNaKOBKe W3AENNS, H» PEKOMEHAYeTCS €ero UCnosb30BaHue.
Jkecnnyataumsa nsfenvs peKoMeHAyeTcs npu HOMWHaIbHBLIX 3HAYeHWUAX TemnepaTtypbl OT +32 [0
+42° C 1 OTHOCUTENBHOW BNaxHOCTN OT 40% Ao 80%.

YcnoBusa TpaHCNopTUpOBaHUSA

Bcemyu BMAaMM KpbITOro TpaHCMopTa B COOTBETCTBMM C MNpaBuiaMu  NEpPeBO3KM  rPyso0B,
[EVCTBYIOWMMM Ha KaXK4OM BWAe TpaHCnopTa. TpaHCMopTMPOBKA MeLULMHCKOro  U3fenns
[lonycKaeTcsa npy TeMnepatype ot +10 4o +25° C 1 0THOCUTE/NbHOW BNaXKHOCTK OT 60% Ao 80%. He
[0MycKaTb 3aMOopaXkKnBaHus.

YTunnsaumsa v yHUUTOXeHNe

B goMaLlLHUX YCNOBUAX YTUNN3ALMSA HEUCMOb30BAHHOTO (C UCTEKLUUM CPOKOM FOAHOCTU) M3denus
N M3aenms ObIBLUErO B YNOTPEOAEHUN, NOAIEXMNT BMECTE C ObITOBbIMM OTXOLaMM.

B meguuMHCKMX n/mnn dapmaueBTUYECKMX OpraHuM3aumsax yTuansaumsa Heucnosib30BaHHOro (C
MCTEKLIMM CPOKOM FOAHOCTU) M3Aennst U 13genna ObiBLIEro B YNoTpebieHnn, OCyLIECTB/SETES B
COOTBETCTBUM C TpeboBaHMAMM/NpPaBUIaMU CTpaHbl Mokynatens. Ha Tepputopum Poccuiickoin
defepaumun, No CTeneHM onacHoOCTH, B cooteeTcTBuM ¢ CaHlNluH 2.1.7.2790-10, n3aenne oTHocUTCA
K Knaccy A - anuaeMuonornyeckn 6esonacHble OTXOAbl U MOLNEXWT YTUM3aUMM BMeCTe C
ObITOBLIMM OTXO4aMU.

YcnoBusi 0TMNycKa 13 anTeK: 6e3 peLienTa.

[Npown3BognTens:

BuoKnuH BB, Aendgtexnapk, 55, 2628 XJ, r.Aendt, HuaepnaHab!
(BioClin B.V., Delftechpark 55, 2628 XJ, Delft, Netherlands),
Ten. +31 (15) 2561999, e-mail: info@.bio-active.com

YNO/THOMOYEHHbIV NPeacTaBuUTelb MPOU3BOANTENSA Ha TeppuTopun Poccuiicko defepaumn:
AO «Papm-CuHTe3», 111024, r. Mocksa, yn. 2-a KabenbHas ynuua, A.2 cTp. 46.
Ten. +7(495)796-94-33, e-mail: info@phanri-sintez.ru

[ata nepecmMoTpa MHCTPYKUMK: HoA6pb 2018 roga.
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A, maructp Knac oxaHHec BaH AeH [loN, HOTapuyC rpaxkgaHCKOro mpasa, OCYLLEeCTBASAOLLI
NPaKTUKY B I. [lendT, yaocToBepu NPeACcTosALLYH NOANMCh r-Ha M.W. BacTa, NMinuHble AaHHbIe
KOTOPOrO YKa3aHbl B JOKYMEHTE, Y/10CTOBEPSIOLLIEM IMYHOCTb, KOMUS KOTOPOro MpiuiaraeTcs.
3aMHTEPECOBAHHOE NMLO He GbIN0 NMPOVMH(OPMUPOBAHO HIDKEMOANMCABLLMMCS O COAEPXKaHUM
[OKYMEHTa 1 NocneacTBUSIX.

3asBMeHNEe HVDKEMOAMNMCABLLErocs NnLa LpefHasHaYeHO WCKIKUNTENLHO A YCTaHOB/IEHMS
JINYHOCTY 3aMHTEPECOBAHHOrO MINLIA.

Y[0CTOBEPEHNE MOAMMCKH 3aMHTEPECOBAHHOTO /MLA He MOApasyMeBaeT OLEHKY ero/eé
MOMHOMOYUMIA U NOATBEPKAEHNSA KAuecTBa, B KOTOPOM BbICTYMAeT JaHHOE L.

J1106as1 OTBETCTBEHHOETb, HE OTHOCALLAACA K JIMYHOCTW ABMBLLErOCS KO MHE /inLa, OAHO3HAYHO
VICK/THOYaETCA.

MoanwucaHo B 1. AengT 8 AHBapsa 2019 roga.
<Kpyrnas rep6oBas neyatb HoTapuyca:
Maructp K.W. BAH AEH OO0/;

HoTapuyc r. Jendt>

<noanucaHo>

AMNOCTWU/1b
(Faarckas KoHBeHUMs OT 5 oKTA6psa 1961 r.)

1 CrpaHa: HWAEPTAHAbI
HacTosawmii opuumanbHblii JOKYMEHT
2. Mognucan maructpom K./, BaH geH [lonom
3. BoicTynatowym B KayecTBe HoTapuyca r. engpt
4. CKpensieH neyaTbr/LLTaMnoM BbllLeyKa3aHHOIo HoTapuyca
Y [oCTOBEPEHO

5 BT. lNaara 6. 08 aHBapsa 2019 roga

7. Permnctpatopom OKpy>kHOro cyga r. ["aara
8. 3aNe: 19 207

9. [MevaTb/wWTamn: 10. Mognuce:

M. Cnop
<nognucaHo>

<lepboBas nevatb: CY[M; TAATA >
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13. [leicTBMTENEH N5 BCEX CTpaH

14. CTpaHuUa npeiHa3HaueHa [/1i OTMETOK OpraHoB, OTBETCTBEHHbIX 3a Bblgady nacrnopTa

<Kog, HaHecéHHbI MeTogoM nepdopaumn: NS2349HD7>

Tun KOJA CTPAHDI FPAXOLAHCTBO

P NLD HwaepnaHpl

PAMUNNNA

Baet

MapTuHyc loxaHHec
OATA POXAEHWNS

08 thespans 1972 roga
MECTO POXAEHWA
AnengopH

rnon

M

OATA BbIAAUN

26 mag 2016 T.

doTorpapus
Bragenbua
nacnopra

NS2349HD7

OENCTBWUTENEH A0

26 mas1 2026 T.

noanncb BAAAE/bUA NACMOPTA OPIAH, BbIJABLUUIA MACMOPT

<N1oANMMCAHO> bypromucTp r. raara

P<NLDBAST<<MARTINUS<JOHANNES<<<<<<<<<<<<<<<<
NS2349HD74NLD7202087M2605269100932964<<<<<60

<Kpyrnas repboBasi nevarb HoTapuyca:
Maructp K. BAH AEH A0/1;
HoTapuyc r. Jendr>
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MepeBOA AaHHOTO TeKCTa BbIMOMHEH MepPeBOAYMKOM HAcblbawl AHApeem AdaHacbeBUYeM

NOANMNCb

Poccuiickas depepa(us
"opog Mocksa
UeTbIpHagLaTOro aHeapa [se ThiCAYN AeBATHAALATOrO roja

>, AkumoB ne6 Bopucosuy, HoTapuyc ropoga MocCKBbl, CBUAETENLCTBYI MNOAMHHOCTb
noanucu nepesoaumnka Ackiball AHapes AgaHacbesnua.

Moanuck caenaHa B .MOeM NpUCy TCTBUN.

JINYHOCTb MOANMCABLLErO AOKYMEHT YCTaHOB/EHA.

3aperucTpuposaHo BpeecTpe: No 77/09-H/77-2019- r/-T T /

B3bicKaHO rocyAapcTBeHHON nownHbl (Mo Tapudyy): MH) pyo.
YnnayeHo 3a Oka:3aHue yCnyr npaBoBoro M TexHu4eckoro xapakTepa: 200 pyb.

ep6oBasd neuyatb
HoTapuyca r.MOCKBbI I.B. AKUMOB

TTOTWWNCb AknmoBa I.b.

lMpoLUHypoBaHo, MPOHYMepPOBaHO 1 CKpenneHo neyaTsio 1 mcT(-a.-0B).

HoTapuyc: A

Poccuiickan ®epepaums
Fopog Mocksa

1/

. Akumor Tne6 Bopucosuy, HoTapuyc ropoga MoCKBbI,
CTAETEeNbCTBYI0 BEPHOCTbL LioNnK C NPeACTaBNEHHOTO MHe JOKYMeHTa.

rocyfjapCTBEHHON noLwnHbl (Mo Tapudy):

(v V) ,,?,33 0Ka3anrsié?q NpaBoBoro u

6 AkumOB'
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