MmnnaHTaT gnsa MATKMX TKaHel CTepUSibHbIA, AN BHYTPUKOXHON MMNAaHTauum
(PROFHILO), o6bemom 2 mn
fnekabpb 2016 roga

HCTPYKUMS NO NPUMEHEHMIO MeMLUMHCKOro M3aenuns Ana pbiHka PO

NmnnaHTaT ANt MArkUx TKaHel CTepuiibHbIN, AN BHYTPUKOXXHOW UMMNaHTaumm
NMPODAINNO (PROFHILO), 06beMOM 2 Mn

HAVNMEHOBAHWE MEANUVMHCKOIO U3AENNA

VIMNNaHTaT ans MATKUX TKaHell CTepuNbHbIf, AN BHYTPUKOXHOW umnnaHTaumm MPO®AKNO
(PROFHILO), 06bemom 2 M, B COCTaBE;

- UMNIAHTaT 418 BHYTPUKOXHON MMNIAHTALMUMN, MHBEKLUOHHBIN B LINpULE 2 MA;

- UMbl UHBEKUMOHHbIE 04HOPa30Bble cTepusibHble 29GX1/2” (0,33x12 MM) - 2 Wt

- MHCTPYKLMA MO NPUMEHEHWIO;

- 3TUKETKN CaMOK/IedLwmecs - 2 L.

(nanee no TekcTy - «MPODANSIO», «n3aenme»).

HA3SHAYEHVE MEOVNUMHCKOIO U3AENTNA

VIMNnaHTaT Ans MATKUX TKaHeli CTepu/bHbIA, NS BHYTPUKOXHOA umnnauTauuu MPOPANIO
(PROFHILO), o6bemom 2 mn npefHasHauvyeH Ans KOppeKuun (3anonHeHns) AedeKToB KOXW: MOPLLMH,
CKNafoK, py6LoBs, LWpamMoB, a Takxe NS YBNOXKHEHUA KOXW U ANA NPOoBefeHUs KOHTYPHOW NiacTuku ¢
Lefblo M3MeHeHMs oBana nuua. imnnaHTaTt BBOAAT B KOXY /iMua v Tena. M3genne Hanbonee nokasaHo
ANs 06paboTKM LLLEYHO-CKYN0BOM U MOAHMKHEYENOCTHOW 061acTei.

OBLWWME CBEAEHWNA

manypoHoBas kucnota (FK) - nonucaxapui, ecTeCTBEHHbIM 06pa3oM MPUCYTCTBYHOLWMIA B OpraHm3me
yenoseka. lnasBHas ¢yHkuua K - nopjepxaHue AOCTATOYHOIO YBMaXHeHWs TKaHeil 6narofaps
CMOCOBGHOCTM CBA3bIBATb 00/bLIOE KONMYECTBO BOAbl. HaTpueBas CO/Mb rManypoHOBOW KWUCNOTbI
COCTOMT M3 NOBTOPSAKOLWMNXCA ANCaXapUAHbIX efnHUL N-aueTUArnioKo3aMumHa 1 LenoYveK rnoKypoHara
HaTpUs W SBASETCA OCHOBHbIM KOMMOHEHTOM BHEK/ETOYHOr0 MaTpukca OO0MbLMHCTBA TKaHei,
BK/IHOYAs KOXY.

MPODAINNO npeacTaBnseT co60ii 6ydepHbIii pU3MONOrMUecKuii pacTBop, B KOTOPOM cogepxutca MK
BblCOKOWN (H-HA) 1 Huskol (L-HA) MonekynspHoOi Macchl, NONyYeHHas ¢ NOMOLLbIO 6uothepmeHTaLnm
6e3 xMunyeckor moaudmkalmmn, 6narofgaps Yemy Usgenne XopoLo nepeHocmTCs.

Kpome Toro, 6narofapsa creyuanbHOMY 3anaTeHTOBaHHOMY MeTofy 06paboTku, npu B3ammo c Bun
uenoyek K ¢ pasHoii MOMeKynspHoOii Maccoii, cogepxawmxcs B MPODANNO, poctiilaioTes /i
YHUKaNbHble Peonormyeckme CBOMCTBA WM BO3MOXHOCTb npumeHeHns [K  6oneit  |Bbicgabii>""/1
KOHLIEHTpauun 6e3 yBenuueHus ee BaskocTu. CoctaB MPO®AWO, cogepxallero MK ¢ [apHoii
MONEeKYNAPHOW Maccoi, co3fgaH Ha OcHoBe feicteua Tugponugt (Hydrolift Action))
WHHOBALMOHHbIA NOAX0[ HanpaBfieH Ha NpefoTBpalleHne eCTeCTBEHHOrO CHWKeHus KowyveCTaXLU Ly,
BOCCTaHOBJ/IEHUS YB/IAXXHEHHOCTU, YNPYrocTW M 31aCTUYHOCTU KOXM 3a CYEeT CUHepru3ma yBn;,  [evnus—
ee rny6oKMxX CNnoes u aekTa NUPTUHTA. V3Lenmne TakxKe COAEPXKUT XNOpUL HaTpus, octar  Tpus u
BOAY AN8 UHBEKLMIA.

Mpodaiino BBOAUTCA B KOXY (B CpeAHWIi CMoi fAepMmbl) C LeNblo co3faHus o6bema, BblpaHMBaHUSA
penbeda. MmanypoHaT HaTpus B COCTaBe MMMaHTaTa MNoc/ie BBefeHWs obecneynBaeT ire TOJIbKO
[OMOSTHUTENbHbIA 06bEM, HO YBNAXHSAET KOXY, NPUTAr1Bas MONeKY/bl BOAb! (rMaslypoHOyBas KucioTa -
OYeHb TWUIPOCKOMMYHAA MOJNieKyna, nonajas BHYTPb KOXW, CBA3bIBAET BOLY » KO/IMYECTBe,
npeBbillalowemMm ee COOCTBEHHYH Maccy npumepHo B 500 pa3). CsasbiBas BAWl, MOMEKY/bl
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3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM
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VIMnnaHTaT AN MATKUX TKaHel CTepunbHbIi, 419 BHYTPUKOXHON umnnaHTauuu NMPODAWIO

(PROFHILO), o6bemom 2 Mn

fekabpb 2016 roga
Moka3zatenu

Temnepatypa, °C

BennunHa Z, °C

BennunHa Eo

[JasneHue, atm (kIMa)

Bpems BO3feinCTBUS, MUH

3Ha4veHus
121
10
>13
1,1(111)
16

Wrnbl cTepunm3osaHbl OKCUMAOM 3TueHa no 1SO 11135.
Wrna: CE 0197; N3roToBuTens: «Tepymo tOpon H.B.» benbrua (Terumo Europe N. V. -

Interleuvenlaan 40 - 3001 Leuven, Belgium).

Wnpuu: N3rotoeutens: bu An Meankan dapmacbtotrkan Crucrteme
11, Pro Apuctug (BD Medical-Pharmaceutical Systems)

CTepI/II'IbeII‘/JI 3aMn0/THEHHbIT wnpuy, 1 CTtepubHble UINbl NOMELLIAKOTCA B I'IOTOK-6I'II/ICTep, MNOBTOPHad

A cTepunusauus He NpegycMoTpeHa.

Ha nvueBoit cTOpoHe N10TKa-6n1cTepa 0603HaYeH BUA CTEPUIN3ALMMN 3aM0SIHEHHOTO WNpULA.

YnakoBka
VHanBuayanbHaa ynakoBska MMMiaHTarta
'pynnoBas ynakoeka

/
MoTpebuTenbCcKas ynakoBka

TpaHcnopTHas ynakoBka
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Matepuan
L npuy, cm. Huxe
NoTtok-6nmcTep
- NOTOK-6/1MCTEP KOHTYpPHbIV 13 M3T 12/50;
- repMeTmn3aumsa noTkKa-6nmctepa nNponsBOAUTCH C
MOMOLLBIO MNJIEHKW W3  MONUITUNEHA BbICOKOIA
nnotHoctn Marlex HHM5202BN, ynakoBOYHOW
MaLlVHON (TepMOLLOB)
- MapKMPOBKa HAHOCUTLCA C MOMOLLbHO NPUHTEPA,
Kpacka HuberGroup
KapToHHas kopobka
(kapToH Mmapka Performa White/Performa White
HS, npoussoanTtens Stora Enso Consumer Board,
Fors Mill). YepHuna mapku HuberGroup.
MonnonepuHoBas MHOroCn0MHasA Npo3payvHas
nneHka, mapka ZHONGDA ZDFO01.

Ansa TPaHCMOPTUPOBaHMUSA nsgenue
YKafblBaeTCA B KapTOHHYK KOpobky no 25
WTYK, BbIMO/IHEHHYIO M3 KapToHa Stora/jEnso-
®uHnaHamnA, pasmepom 26,0 x 36,0 x 24y%1KE®N<;
npu oTrpyske 0.140 kr
- B Kaxpayw TpaHCrnopTHy Ko] p8ky~ rA
OblTb BMIOXEH YMNaKOBOYHbIA mCcT™ cepT LLIMKA™ A"
COOTBETCTBMM U3Lenuna Tpebyemomy
HaknagHas.

- TpuMeHsemblil  ynakoBOYHbIN  magepan'™"HY'

ABNSETCA  WCTOYHWKOM  BbIAENEHWUS  BPEAHbIX
BELLECTB B OKPY>KAOLLYHO Cpeay.



MIMnnaHTaT Ans MATKUX TKaHell CTepUbHbINA, AN BHYTPUKOXHOK nmnnanTauyun MPODANIO
(PROFHILO), o6bemom 2 Mn
nekabpb 2016 roga

Mcnonb3yemblii MaTepuas COOTBETCTBYET KPUTEPUAM AN «Y NAKOBKM A1 KOHEYHOWN cTepunnsauum
MeANLMHCKNX u3genunin» cornacHo ISO 11607.

OMMNCAHVE MEANUMNHCKOIO N3AENNA
MPODPAINIO nocTasndeTcq B CTEKNAHHOM LUMpPULLE:
-00beMOM 2,25 M1, cofepyKalliem 2 M1 UMMNAHTATa,;
Cofep>xrMoe LWnpuua CTepubHO U anuporeHHo.

Crnocob NPNMMEHEHUWA

- OTKPYTUTb HAKOHEYHMK Lnpuua, cobnogas ocobyro 0OCTOPOXKHOCTb M U3beras KOHTakTa ¢
OTBEpPCTUEM.

1111
ft fet

rovT i

Prc. 1. OTKpPYTUTb HAKOHEYHMK Linpumua.

-Hapgetb nrny anametpom 29G, BNOXKEHHYIO B YNaKOBKY.

-MNOTHO HABUHTWUTb UI/y Ha NIIO3POBCKUM HAKOHEYHUK, YTOObI 06ecrneynTb repMeTUYHOCTb U
NCKNIOYUTL YTEUKY U3Aenna Npu BBELEHUN.

Pnc.2 AVINOTHO HAaBUHTUTL UMY Ha NHO3POBCKNIA HAKOHEUHUK;
1 WageTb urny gnametpom 29 G, BIOXEHHYIO B YNaKOBKY W 3aKPbITYI0 KONMA4YKOM
2. T1NOTHO HaBMHTWUTbL UTY Ha JIIO3POBCKUIA HAKOHEYHWNK
3. CHATb KONMAayoK Urbl.

- BbINOAHNTb UHBbEKUMIO MPODAWIIO npu KOMHATHON TemnepaType, npu CTPOroM cobaeHUm
YCNOBUIA acenTUKMN.

PEKOMEHAYEMAA TEXHUKA BBEAEHVA MEAVNUMHCKOIO N3AENNA

Mpwn 06Lein 06paboTKe CKYNOBOM N HMKHEYENOCTHON 06nacTell peKoMeHAyeTcs onpeaennTb 5 Touek
(6103CTETUYECKME TOUKN) ANA BHYFPUKOXKHOro BBegeHus MPODAINO. MpusefeHHble YKT 8 K
CXeMe Ha PUCYHKe 3 - OpPMEHTMPOBOYHbLIE M NMOLOMPAIOTCA B 3aBUCMMOCTU OT KOHKPETHbIX 3ajay u
VHAVBUAYa/IbHbIX @aHATOMUYECKNUX 0COBEHHOCTEN NnLa naumneHTa.

Puc. 3.
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VIMNAaHTaT N8 MATKUX TKaHed CTepUNbHBIA, NS BHYTPUKOXHO uMniaHTaumm MPODAINIO
(PROFHILO), o6bemom 2 mn
Jexabpb 2016 roga
- V13genve BBOANTCA TONBLKO B 340P0BYIO KOXY.
- N3penvie Henb3d BBOAMTL BHYTPMBEHHO, BHYTPUMBLILLEYHO, B CyXOXunus. 3genve He
npeAHasHayvYeHo A/19 YBe/IMYeHUs Tpyau.
-He cmeLumBaTh € APYTrMMU MESULMHCKUMU N3[ENTNAMMN.
-He BBOAWTL B BOCMaNEHHYHO KOXY.
- He cTepunu3oBaTb NoBTOPHO. O4HOPA30BOe MPUMEHEHME.
-He ncnonb3oBaTb NOBTOPHO BO M36eXaHWe pucKa 3apaXKeHus.
-XpaHuTb npu Temnepatype ot 0° go 25°C Bganm 0T UCTOYHUKOB Tenna. He 3amopaxxumeaTtb.
-Mocne sckpbiTug MPODPANJIO ncnonb3oBaTb HE3AMELNUTENILHO M YTUAN3NPOBATL NOC/e
WCIO0/b30BaHNS.
- XpaHWUTb B HEAOCTYNHOM AN15 [eTeil MecTe.
- Hasmume ny3bIpbKOB BO3/yXa He B/INAET Ha Ka4eCTBO U3Jenus.
-Mocne MHbEKUMM ¥ B TeYeHMe nocnegytowmx 3-5 aHell peKoMeHA0BaTh NauneHTy nsberatb nNpsamoro
BO3AEICTBISA YIbTPAPUONETOBOIO N3NyYEHUs U NCMONb30BaTL COMHLIE3ALLMTHbIE CPEACTBA C
MaKCUMa/IbHOW CTEMEHbIO 3aluThbl.

I He cmewwnBatb € Ae3MHOULMPYOLWUMY BELLLECTBAMU, TAKUMUN KakK YeTBEPTUYHAA aMMOHWEBaA COMb WU
X/TIOPreKCUarH, NOCKONbKY OHU MOTYT NPUBECTW K BbiNafeHUI0 0CajKa.

BAAMNOOEVNCTBUE MEANLIMHCKOIO N3AENNA C APYT MW NEKAPCTBEHHbIMA
I BEWLECTBAMUN N MEAVUVNHCKUMW U3LAENNAMU

Ha”[Hb Ll MOMEHT HeT MH(popMmauum 06 0coBeHHOCTAX B3anmogencTsus NMPODAWO ¢ apyrumm

NeKapCTBeHHbIMW CPeACcTBaAMU U MEAULMHCKUMUW U3LeNNAMMN.

MOB6YHbLIE 2P PEKTDI

Bo BpeMsi NpyMeHeHWs U3aenns B MeCcTe BBEAEHUS MeULMHCKOro M3Aenns MoryT BO3SHUKHYTb Takue
CUMNTOMbI, KaK 60/1b, OLLYLLEHNEe Tenna, NOKPacHeHWe UM OTeK. DTN BTOPOCTENEHHbIe ABEHNS MOTYT
ObITb YCTPaHeHbl NOCPEACTBOM NPUKNaAblBaHWS Nbfa K MecTy BBefeHUs MefuUMHCKOro uagenns Kak
MpPaBW/Io, OHU MCYe3aloT B TeYeHWe KOPOTKOro mepuofa BPeMeHW. Bpaunm AOMKHbI CNeauTb 3a Tem
YTOBbI NALMEHTbI M3BELLANN UX O NOBbIX HeXenaTebHbIX 3PMeKTax, BO3HUKLIMX NOCNe BBEAEHMS.

MPOTUMBOMOKA3AHKNA
- MPODANIIO He [OMKHO WUCMOMb30BATLCA A15-71a3€PHOT0 OMOMOXKEHNS W MUNUHIA KOXN cRe,u,HeVl
rNy6uHbI.

YKa3zaHne BO3MOXHOCTW W OCOGEHHOCTEe MNPUMEHEHWUS MefULMHCKOro Wu3fenua Ana nwofei c
VMNIAHTUPYEMbIMY B OPraHM3m 4esioBeKa MeLULUHCKUMW  U3LennsMu, OepeMeHHbIX >KeHH/UH
XEHWMH B nNepuof TrpygHOro BCKapM/IMBaHWA, [eTeldl, B3POCNbIX, WMeKWUX XpoHuyeT
3ab0/ieBaHus;

NPUMeHeHVe W3Lenus N8 Ngeid ¢ MMNNaHTUPYeMbIMU B OpraHu3M 4YenoBeka Mear
U3LeNMAMM  He MpPOBOAWNOCH. PelueHne 06 WCMOMb30BaHWWM  CnefyeT nNpuHUMath/
COOTHOLLEHNE BO3MOXHOI0 pUCKa N8 NnalueHTa.

NpUMeHeHVe un3genusa npu 6GepeMeHHOCTUM U KOPMEeHWW TpYAbl0 He MpoBOAUIIOCH, Pei
1CMONb30BaHNN CNefyeT NPUHUMAaTh, OLeH1Bas COOTHOLLEHIE BO3MOXHOMO pyUCKa Ana nauye.!,. ..

nNpUMeHeHve y feTeid, y nuy fo 18 neT He NpoBoAMaoCh. PelleHne 06 MCNonb3oBaHWUA" c3&ayerT,
NPYHUMATb, OLLEHNBAsA COOTHOLLIEHNE BO3MOXHOI0 pUcKa 1 nauueHTa. '

NMPUMEHEHNE Y B3POC/bIX, UMEILNX XPOHUYEecKne 3aboneBaHWs, He MPOBOAWMOCH. PelleHne 06
MCNOMb30BaHUM CnefyeT NpUHUMATh, OLleHMBas COOTHOLUEHVE BO3MOXHOIO pUCKa ANa NalueHTa.
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NOTlHhoT XTI TrT?” “UYTPVINOVOA uvnniaHTaummn MPOPAIIO
Jexabpb 2016 ropa

I'Iepmo,u, MONIHOTO BbIBEAEHUA MMNNaHTaTa U3 OpraHn3mMa, 6 mecsaLes

0COBENNOCTEN opraHusmMa naumeHTl nHaonemnayasbHbIX

LLnpwuu;
Uit BpKTRARTere BD Medical Pharmaceutical Sysieme HaRGE (K A Bapmacsiorran

Martepuansl
Kopnyc wnpuua (umnnHgp) - bopocunnkatHoe ctekno HYPAK SCF2ML RF PRTCFMZ?-—

- HakoHeuHuk Jlyep-J1ok - Monukap6oHat BD LUER LOK;

- Konnayok HakoHeyHuka - Onactomep BD TIP CAP HeoknaATeMMLTM

n3onpeHo-6pomobyTrnoeas cmecb Mapka West Formulation 7025/6"5 GRAY- ’

-1lopweHb (WToK) wnpuua - MonnctupeH HYPAK PR3ML PSTYR

- YNNoTHUTENb Wnpuua - Xnopbytunnosas HatypasbHas pesnHa BD STOPPER-

- Ynop ana nansues - Monnnponuned PP WHITE 36x20 OPR

- Cmaska - CninkoHosoe macno-gumetukoH DC360-

- MapKnpoBKa LWnpuia - CTUKEP NoAunponunaeH npospayvHbiii PWG mapka 0280WSXXXRO

(9}

»WG, UV HogumepusoBaHvbIA, Kred - akh, I, ™ i

bt
g "PT™My— -MHaumna Te™  Europe N.V..
O3Tod/1012r 7 A YLOCTOBEpeHue ®C3 2012/11799
TexHN4YecKkne xapakTepucTuKm
McnbiTaHune
3HayeHve pH 6.5-75

T

MognuHHocTe HMW (BbICOKOMOMEKYNAPHOTo) u LMW Ak
Hannune Ha xpomaTorpammak/iB"*ikoB;
(HM3KOMONEKYNAPHOr0) rmanypoHara HaTpusa (BIXKX) o
COOTBETCTBYHOLWMX BbiICOKOMONEKynaMom
K 6 HU3KOMOJIEKYNIAPHOMY TManypoHaTyTTnms
ONIM4ECTBEHHOE OMPEAENeHre 0BLLEro rmanyporara g4 110 0o o1 TeOpeTUYEcKoro sehms
HaTpus (Y®-BN L meTon)

CTtepunbHOCTb o

BaktepunasibHble 3HLOTOKCUHM CTepunbHbI

<5,63 E3/mn
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CTEPUNbHBIN, 119 BHYTPUKOXHO umnnaHTaumm MPO®AIANO

(PRUrHILO), obbemom 2 mn
1 [exabpb 2016 roga
i
TexHNYecKme XapakKTepUCTUKN UMMaHTaTa-
NcnblTaHue
CopfepxaHue TBepAblx yacTtuu, %
OcrtaTto4yHoe coaepkaHue benka, %
O6beM MMMaHTaTa B Wnpuue, Mn

. TexHnyeckme XapakKTePUCTUKN Wnpuua

McnbiTaHne
Pa3mepbl: AnvMHa Kopnyca wnpuua, Mm
[dnameTp Kopnyca wnpuua BHYTPEHHWUIA, MM
[dunameTp Kopnyca WnpuLa Hapy>XHbliA, MM
O6Lwas ANnHa WKanbl 10 0TMETKM HOMUHANbHOW
BMECTUMOCTU, MM
[JeneHve wkanel, Mn
BMecTUMOCTb MeXAY MMHUAMW TPpafyupoBKKM C
yucnamu, Mn
BmecTumMocTb Wwnpuua, mn

MakcvMa/bHbIli 06beM «MepTBOr0» NPOCTPAHCTBA M

Ycunve BblgasnmeaHus, H
(npw ckopocTu BbigasnnsaHna 10 MM/MUH)

CocTaBHble YacTu wnpuua

YuctoTta noBepxXHOCTH

1 HomMunHanbHass BMECTUMOCTb

[lonyck Ha rpaflyvpoBaHHYt BMECTUMOCTb

MpagynpoBKa LWKasbl
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Cneuundurkauyns
OTCYTCTBYIOT
<0,1
2.0-21

Cneuundurkaums
54,4 £ 0,50
8,65 + 0,20
10,85 +0,10

34
01
0,5

2,25
0,0079

15,1+0,3

HavmeHoBaHUSA, ncnosnb3yemMble Ans
0603HaYeHNA COCTaBHbIX YacTel LWNPULLEB,
npuBeLeHbl Ha N300paXKEHNN MeSULNHCKOrOo

n3penns «BHEWHUIA BUA UMNiaHTaTa B
Lwnpuue»
110BepxHOCTb WNPULA, KOHTAKTMPYHOLLaa C
NMMIAHTaTOM, MPU HOPMasIbHOM MPUMEHEeHUN
[O/MKHA BbITb YACTOW U He JO/MKHA UMETb
MOCTOPOHHMX YacTuy,
HoMunHanbHasa BMeCTUMOCTb LO/KHA
COOTBETCTBOBATb 3HAYEHUIO 2 MM
Jonyck Ha rpagyvmpoBaHHy0 BMeCTM ("M
pPaBHO WK BO/MbLUE MONOBUHLI HOMUA AN |
BMECTUMOCTM [OJ/DKEH COOTBAC|rBMANb *
3HayeHuto £ 5 %.
L kana wnpuuya gomkHa 6biTe M,
peneHnaMu. [BoliHas Wwkana He 4y
JTAHWIA rpamympoBKM AONMXKHbI U
OfVHAKOBYIO TO/MWNHY. OHK fonl
HaxoAWUTLCA B MJIOCKOCTAX, pacrono™
nepneHAnKYNApHO K OCY Lnn
NnHWM TpagyvpoBKY JOMKHBI ObITh
paBHOYAaNIEHbI APYT OT ApYyra BAOMb
NPOAONLHON OCY MeX[Y HYNIeBO OTMETKOM U



i NeowWKTaT AN MATKMX TKaHel CTepUAbHbIA, AN BHYTPUKOXHOI umnnanTauum MPO®AMNNO

i (PROFHILO), o6bemom 2 mn
I nnabpb 2016 roga

LincpoBble 0603HaYEHUSA LIKASbI

Pacrnono)eHue LwKanbl

KOHCTpYKUMS LunnHapa

KOHCTPYKUMS LITOK-MOPLUHS
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OTMETKOM, COOTBETCTBYHOLLEN NONHOM
rpagyvmpoBaHHON BMECTUMOCTMW.

Mpu BEPTUKANBHOM MONOXKEHUW LnpuLa
KOHLbl IMHWIA TPafyVpPOBKN PaBHON ANNHBI
[O/MKHbI 6bITh CTPOr0 BEPTUKA/IbHbI O4WH NOJ
Apyrmm
[nvHa KOPOTKMX IMHWIA TpagynpoBKK
[0/KHA ObITb paBHa NONOBUHE ANUHBI
JNUHHBIX NUHWIA
JINHUM ~ rpagympoBKM  JO/KHbI  VMETb
undposble 0603HaYeHus. NnHna
COOTBETCTBYHOLLAA HOMMWHa/bHOM
BMECTUMOCTU  [O/DKHbl  ObITb  0603HaveHa

Luuppamu

Mpn BepTMKaNbHOM MONOXKEHUM  LINpULA
KOrja KOHMYEeCKW HaKOHEYHWK Hanpa./ieH
BBEPX, & LUKana Haxo4uTCs Ha YpPOBHe rnas,
UMpbl Ha LWKane [OMKHbI pacnonararbcs
BEPTMKa/lbHO W Takum 06pa3om, 4TOObI
nepecekatbCAd C MNPOAO/IHKEHUEM JIMHUNA,
KOTOPbIM OHW OTHOCATCA. Lindpbl AOMKHBI
Haxo4WTbCSA PAJOM C JIMHUAMU TpagyvpoBKK
K KOTOPbIM OHW OTHOCSATCSi, HO He AO/KHbI
KacaTbCs MX.

MpyY HaXOXAEHMW LUITOKA B KpainHem
NONOXEHUN, KOrfa OH [0 yrnopa CMeLleH K
OTBEPCTUIO HAKOHEYHMKa LUWANHAPA, HYNeBas
NNHUA TPaSYyUPOBKN LWKaNbl AO/MHKHA
coBnajatb C /IMHMER oTcyeTa NOPLLUHA B
npegenax YeTBepTU A/IVHbI HAUMEHbLLErO
LeneHns LWKasbl.

OnvHa umnmHgpa fomkHa 6bITb TaKoW, YTOObI
o6Las BMeCTMMOCTb LWnpuua 6sina Ha 10 %
60/bLLIe HOMWHANLHOW BMECTUMOCTH

OTKPbITbI KOHEL, LMIMHAPa AOJIXKeL,
ynopsl 415 nanbLes, obecrneyns™ i Liel
LWINPULY YCTONUYMBOCTb Ny fepXX B/ |uLL, e5
OT CKaTblBaHMSA 1 060pOTa BOKPYr
COBGCTBEHHOW OCK 60/bLUe YeM Ha
Ja3MeLLEeHNN ero LWKanol BBepx Ha
MOBEPXHOCTU, PACMONOXEHHON NOI  Ap5y -
10° K ropusoHTanu
Ynopsbl 4na nanbles He JO/DKHLY  4e71y
3ayCeHLEeB N OCTPbIX Kpae"
03MOXXHOCTb MOJTHOTO BbIMafeHUs LWTOKA 13
UMIMHAPaA He AonyCcKaeTcs.
[nvHa BbICTYNaHua WTOKa U3 LMAnHAPA, OT



MwinHTaT gns MArkKnx TKaHeli CTePUbHbINA, ANst BHYTPUKOXHOW MMNNaHTaunm MPOPANNO
~OFHiLO), o6bemom 2 mMn

uobpb 2016 roga

MOBEPXHOCTU ynopa Ans Na/bLes [0 Bepxa
CTEPXXHA LWITOKa (Npy COBMageHUN NHUM
oTcyeTa NOPLUHA C HYNEeBOW NNHNEN
rpagyvpoBKN LUAVHAPA) A0/MKHA ObITh 8 MM
MopLueHb AOMKEH UMETb XOPOLLIO BUAMMYHO U
YETKYH KPOMKY, BbIMOMHAIOLLYO POJib IMHUN
oTcyeTa y TOpUa NopLHA. JInHuA oTcyeTa
[0/HKHA TECHO COnpuKacaTbCa C BHYTPEHHe
MOBEPXHOCTLIO LMIMHAPA
HakoHeYHMK Wwnpuua 4O/MKeH 6bITb
pacnosioXXeH no LEHTPY, T.e. COOCHO C
LWIVHAPOM.

[vameTp LeHTpasbHOro 0TBepCTUS

KOHCTPYKUMS HaKOHEYHUKa

METUYHOCTb COeMHEHNS HAKOHEYHMKa Lnpuua CoefinHeHMe HaKOHEYHMKa LINpuLa Tuna
Tvna Jlyep-J/10K ¢ KONMavykom Nyep-J10K ¢ KOINa4koM LO/MKHO 6bITb
repMeTMyHO

YNNOTHEHNE WTOKa-NOPLUHS B LUANHAPE
LO/MKHO ObITb BOJO- U

BO3/yXOHEMPOHNLLAEMbIM

Boao- 1 BO34yXOHENPOHMLLAEMOCTb MOPLLHS

KabpaxxeHue

Ic nmnnaHTatom (2 M2WA AW ABICTEPUIbHBIE - TPYMNMOBaA YNakoBKa
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| Manalirrar nns MArkux TKaHeli CTepUNbHBbIA, Ans BHYTPUKOXHOW umnnaHTauum MPODAIO
fCPROFHILO), o6bemoM 2 mn
' K*36pb 2016 roga

M oa nHbeKuMoHHasA ogHopa3oBas cTepusbHas 296x1/2” (0,33x12 MM) - B 3aKPbITOM BUge

rEL UHBEKUNOHHAA onpopasoBast cTepunbHas 206x1/2” (0,33x12 MM) - B OTKPLITOM Bize

HIL meroT UBeTOBOM oy | |get yKkasbiBaeT HOMUHANLHBIN BHELUHMIA ANaMeTp TPYBKI UFbI:

ItaMep Liset 5 HOMMWHaNbHbIV BHELHWIA AMaMeTp UF/bl, MM
TICyHT- KpacHbIii 0,33
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yUXOKLWTAT X151 MATKNX TKaHell CTepUbHbIIA, 415 BHYTPUKOXHON umnnanTayuu MPODANNO
AMROFHILO), o6bemom 2 mn
'LK*36pb2016 roga

BAELWHHH BXA UMNNaHTaTa B LINpULe

1 Koninayok HakoHeYyHuKa
2. HaKOHeuHuK wnpurua

3. HyneBas nnHuA rpagyvpoBKu
4. JlnHna rpafyvpoBKu

5. UnnuHap

6. JINHMA rpafynpoBKU
HOMMWHaIbHOM BMECTUMOCTH
7. YNNOTHUTENb

8. MopLueHb

9. Ynopsbl gna nanbues

10. LWTok

11. ¥Ynop wToka

BN MMNNaHTaTa
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[HuaTtaTaT na MATKUX TKaHell CTepUAbHbINA, AN BHYTPUKOXHOW umnnanTauum MPO®AMNNO
[[?ROFH1LO). o6bemom 2 mn
anab6pb 2016 roga

|7|K60BaHHS K TEXHUYECKOMY 06CNYXXMBAHUIO Y PEMOHTY MeAULMHCKOTO N3AeNnus.

NAACNWHHCKOE U3JeNIMe He COLEPXUT 06C/MYXMBaeMblX 31EMEHTOB W He MOAJIEXUT TEXHUUYECKOMY
|:«rocny>KHBaHUIO W PEMOHTY.

IOKoCyLWEeCTBIEHNA YTUIN3ALNN U YHUYTOXEHNA.
MMEBLUME KOHTAKT C KPOBbKO W/UAW APYTrUMU GUONOTUYECKUMU XKXULKOCTAMM, NoAanexart
WL n-vnn yHnuToxeHuto cornacHo CanlumH 2.1.7.2790-2010 no knaccy b.

> /b30BaHHble M3fenns (He WMeBLUME KOHTaKTa C KPOBbO W/uam Cc  GUONOrMYecKMMuU

fMMN), B T.4. C WUCTEKWWM CPOKOM TFOLHOCTM, MOA/IEeXaT YTUAN3aLUN /MU YHUYTOXEHUIO
Ho CaHlMnH 2.1.7.2790-2010 no knaccy A.

TCfipffTopiiH Poccuiickoin ®egepaymu

tonpocaM. Kacawwummes KayecTBa «MMnnaHTaT [ANd MATKUX TKaHein, CTepunbHbIA, AnA
mLWrPKXOXHON nuMnnanTauumn MPODGAMIO (PROFH1LO), 06beMOM 2 MA, MPOW3BOACTBA (DUPMbI
SMECA O JIPMNUEYTUYUN NTANNA C.PJ1.», Noan (1oAWN) yn. Maptnpn an YedanoHus, 2,
;.LUBWIOKbLLA MHAEKC 26900, NTanus
«BpLUKaTBLCA MO ajpecy:

€1<iO <uMAPYT A» 107140, Poccunsa, MockBa, BepxHaa KpacHocenbckas yn., 2/1, cTp. 3,
7 (495) 777-67-07, aneKTpOHHaA no4yta maruga@ maruga.ru

UITUMHBbIE 0053aTeNbCTBa.
K3de.3ue 6b1710 pa3paboTaHo, M3roTOB/IEHO, MCMbLITAHO M YMakoBaHO Mpu COGMOLEHUN BCeEX
BW ™ rrcTe\TOWwN.\ TpeboBaHwi.
apuirtum  Npov3BOAUTENSA PACMPOCTPAHAOTCA Ha U3Jenne [0 MUCTeYeHWUS CPoOKa ero rOfHOCTH,
3)Ka3WHOro Ha YNakoBKE, W OTHOCATCA K HEOTKPbITOMY, HEMOBPEeXAeHHOMY U MpaBU/IbHO
11 pWloemycs n3gennto. Cpok rogHOCTU Npu COBNIOAEHUIN YCIOBUIA XpaHeHUs - 36 MecsLEB.

APOLUBOANTE/1b:

aB&A F.ARMACEUTICL ITALIA S.R.L., Italy

1jo0D1 (LO) Ma Martiri di Cefalonia 2 zip 26900, Italy

«NBCN PAPMAYEYTUYN NTANNA C.P.J1.»
(nogn) yn. Maptupu am YedanoHus, 2,

lcaefK» -39 0371 61 23 57

ATTOBbIN nHAekc 26900, 104N, UTanus

Lialfetji":i™Nerrr.3.com

SL ~LtpKHpoBKa
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|_I/I)KoaKTaT X1 MATKUX TKaHEN CTepPUbHbIN, 175 BHYTPUKOXKHOI UMMnaHTauuu MPODAMNO
jIFS<M-HILO}, 06beMOM 2 M
laooopb 2016 roga

C*
;C*1ny . eHsieMbl KMPOBAHNWN 101 oro usgenus

- LOT

| EacwoewcKoe O3HaKOMUTbCS c Wcnonb3osarb [0 .. MapTus
|e»oTBETCTBME VHCTPYKLWeit
MPVYMEHEHNIO
25X

STERILE |

nx

A 7 CrepununsosaHo
I MoBTOpHOe TemrepaTypHbIi p He CTEpUAM30BATb

He [IMana3oH XpaHeHus NapoBo3/YLIHON CMecbio (417
«MmnnaHTaTa ans  MOBTOPHO

BHYTPUKOXHOW MMMaHTaLMK,
VHBEKLIMOHHOIO B LUMPULIE»)

EXP -
Mcnonb3oBaTh A0 STERILE EO d I
(ans «rn

NHBEKLIMOHHBIX
0/IHOPA30BbIX
CTEPUNBHbBIX»)

*OcR0pKHO - Rx only Crepunmsauns ¢ Npoussogutens

9 CTKTisch K OTnyckno Peenty PUMEHEHVeM OKkuC 3Tunera - -

«MODOBOAHTENHOI (ana <N MHBLEKLMOHHBIX

e 0[JHOPa30BbIX MpounssoauTenb Urn
- H
m HTGLH CTEPUNBHbIX»)
feyiim-iCcr/or YCnoBHaa cTeneHb yBNaXHeHUs B eauHNLax oT 10 5.

5 3alLUTPUXOBAHHbIX KPY>XKOB 03Ha4at0T MaKCMMabHOE YBNaXKHEHNE.
* cpeau Apyrux vugenuii atoin rpynnbl Komnadum MBCA
WKACTION YcnoBHasa cTeneHb TAPTUHIa B eguMHMLax oT 110 3.
***00 3 33WTPMXOBAHHBIX KPYXKa 03HAYAT CPEAHION CTeNeHb TMATUHTA.
* cpegun Apyrux usgenuin atoin rpynnsl Komnanmm MBCA
CASS-LINKING YCNOBHas CTeneHb CLUMBKW FManypoHOBOI KMCMOTbl. B flaHHOM cnyuae
00000  cLMBKM HeT. ’
* cpeaw ApYrux vu3genuii aToin rpynnbl KomnaHum MBCA
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Certifico 10 sottoscritto Dottor  LORENZO
iITUCCHI Notaio rGsidGnte in Lodi Gd iscritto
prGsso 1l CollGgio Notarile di Milano, VGra
ed autGntica la firma del signor:

- GIORGIO PISANI nato a Roggio Emilia il
giorno 17 maggio 1946, domiciliato per la ca-
rica In Lodi Via Martiri di CGfalonia n. 2,
in rappresGntanza dalla Societa:

"IBSA FARMACEUTICI ITALIA S_R.L."

con sGde In Lodi Via Martiri di CGfalonia n.
2, con 1l capitale socialG di Euro 8.000.000
- codicG TFiscalG g numGro di 1iscrizione pres-
30 i1l Registro dGlle ImprasG di Lodi n.
_\"616310156, della quale e Presidente del
~onsiglio di Amministrazione, da me personal-
mente conosciuto.

Lodi, i 23 (ventitre) dicembre 2016 (duemi-
lasedici)
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"bhcaon ¢ UTanbAHCKOTO A3biKa Ha PYCCKUIA 3bIK Ctp. 1usz 2
ArramooB. YL0CTOBePAOLLeid Hagnucy 1 anocTuis, NPOCTaBEHHbIX HA JOKYMEHTE

Ctr.!'- 16

<[dpyrmic>
KpyT.Tast rep6oBas neyarb: CTYKkM JIOPEHLO, CbiH Jlynmku, HoTapuyc 13 Slogu

Ltamn: «MBCA ®apmayeytnumn Utanmsa Cpn»
<lognuce>
MPEOCEOATEJIb

O-p Doxopmxko MnsaHw,

Cp T

A, Hwkenognucaswwiics  goktop JIOPEHLIO CTYKKW, Hotapuyc, npoxusaiowyin B Jlogu
3aperncTpupoBaHHbIi B HoTapuansHoit Konnern MwnaHa, yA0OCTOBEPAD MOA/MHHOCTL U ayTEHTUYHOE'
3t0a/incy rocnoavHa:
- XKOP)KO MU3AHW, poga. B Pemko-Ovunua 17 mast 1946 r., cnyxe6HbIli agpec: Slogy, yn. Maptupu /
UrdanoHus. 2. npeACcTaBNAoLWEro KOMMaHuio:

«MBCA ®PAPMAYEYTUUHN NTANNA C.P.J1.»
NepHAnYeckuin agpec: Jloaw, yn. Maptvpu oy YethanioHus, 2, ycTaBHbIi kanuTan: SCO0C00 eBpo, Ha/loroBb
rof W perucTpaumoHHbil HoMep B Peectpe npegnpusatuid Slogn 10616310156, B KauecTse [Mpencenarel
CoBeTa AMPEKTOPOB, N3BECTHOrO MHE /INYHO.
Noawn. 23 (aBaguath TPETLEr0) Aekabps 2016 (ABe ThiCAYM LLEECTHAALIATOrO) rofa.

<[T*tonuce>
Kuytras rep6osas neyatb: CTyKkM JIopeHUO, CbiH Jlynmpkun, HoTapuyc 13 Sloau

<nbpesaHHas KpuT/iast repboBast neyatb: CTyKKM JIOpeHLO, CbiH JTynmKu, HoTapuyc 13 Jlogm
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lopon, MBekBa, PPrevidignst chepepauys

CBUAETENLCIB N BEPLUCTL aguMl6geTa™ A""@
3aperncTpuposaHo a peoctp,; m» V- MHe [OKyMeHTa.

EB. Knoukosa
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