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Ten. (044) 496-87-87, Ten./baxc (044) 239-19-38, Ten./dakc (044)49689-42, Ten. (044) 485-26-57 (uinopoboso

Ceptudikar sakocri N2 040000120363

BPI3-APT, posuuH ana iHranauin, no 2,5 mn (ml) y He6ynax nonietuneHosux, no 10 nebyn

Homep cepii:
KinbkicTb npoayKuii:
[laTta BupobHuyTBa:

AHaniz BUKOHaHUIA No:

ynauui
10225 KpaiHa oTpumysau: YKkpaiHa
173.950 Tuc.wryk
02.2025

Spec Finpr000610/2, AP Finpr000516/5, AP Mb000275/1

HaiimeHyBaHHA noKasHUKIB Bumoru AHI(crieundikauii) PeszynbTtaTn BUNpoGyBaHb

Onuc

lgenTudikauin

MNpo3opa 6e3bapsHa piguHa Bignosigae

eKTOIH Ha xpomarorpami BUnpoboByBaHOIro PO3UnHY,
ofepaHitt y posgini "KinbkicHe BusHaveHHa",
yac yTPUMYBaHHA Miky eKTOiHYy, Ma€ cniBnagaru 3
YacoM YTPUMYBaHHA NiKy eKToIHY Ha XxpomaTorpami
PO3UMHY NOPIBHAHHA 3 TOUHICTIO * 2% Bignosigae
Mpo3opicTb Mae 6yTu nposopum Bignosigae
KonboposicTb Mae 6yt 6e36apBHUM Bipnosipae
pH Bip 5,5107,5 71
OcmonsanbHicTb Big 250 mOcmonb/kr o 330 mOcmons/Kr 320 mOcmonb/Kr
06'eM BMICTY ynakoBKu He mexwe 2,5 mn Bignosigae
CrepunbHicTb Mae 6yTu cTepunbHUM Bignosinae
KinbKicHe BU3HaueHHs
eKTOIH Big 10,40 mr go 14,30 mr 8 1 mn npenapaty 13,07 mr/mn
YnakoBka Mae Bignosigatu sBumoram Binnosigae
MapKyBaHHA Mae Bignosigat Bumoram Bignosinae
Tepmix npugaTtHocri: 2 poky Ho 02.2027

YmoBu 36epiraHus:

KomeHTapi:

36epirati B8 opuriHanbHii ynakosui npu Temnepatypi He suwe 25°C.

3asiga npo ceprudikauito:

Uum A 3aceiguyto, Wo BuweBKasaHa iHpopmauis € goctosipHoto i TouHow. Lo cepito npoay«uil 6yno BupobGneHo (BKNOYauu
ynaKkoBKy/MapKyBaHHA) Ta MpPoOBEAEHWUR KOHTpoMb 1i AKOCTI Ha HUXUeBKasaHill AinbHWLI B MOBHIlA BigNoBigHOCTI [0 BUMOr
TeXHIYHOTO perfameHTy WOoAo MefuuHUX BUpoOBis, BCTAHOBNEHUX MICLLEBUM PETyNATOPHUM OPraHOM, a TakoX Y BignoeigHocTi i3
cneumndikauiamun. MpoTokonu BUPoBHNLTBA, NaKyBaHHA Ta aHanisis Gynu nepesipeHi Ta BCTAHOB/EHa BifNOBIQHICTL HOPMATUBHI

LoKymeHTaL,i.
A lw v L0
©l o3 20 ’Lﬁ%
Cepmudpikam nidnucaHo enekKmpoHHUM nionucom ID 040000120363

Crop.1 32
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Ten. {044) 496-87-87, Ten./daxc (044) 239-19-38, Ten/pakc (044)49689-42, Ten. (044) 485-26-57 (uinopoboeo

Jo3BoneHo fo peanizauii / 40 BigBaHTa)XKeHHA

YnoBHoBaxeHa ocoba - [posigHui iHxeHep BCTaBM  binum A.M. 27.02.2025

Bupo6Huua ginbHuyA:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; fliteHsia Ha supobHuyteo AE Ne 637430 sig 07.04.2015;

GMP/EAEU/KZ/81-01-2024 sig 15.12.2023; GMP_UZ-08:2023 sig 30.11.2023; 530-10/24-06/02 8ig 02.09.2024

KoHTponb akocTi Ta BMUAaua f03BOAY Ha peanisauilo:
YKPAIHA, 04080 m. Kuis-80, Byn. KupuniscbKa, 74; Ceigoutso npo atectauito Ne 390 sig 22.01.2019

Cepmugpikam nionucaHo enekmpoHHUM nidnucom ID 040000120363 Crop.2 32
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Cropiska: 141

Bexnapauin npo signosigricts npoaykull sumoram
TEXHIMHOTO DErMamMeHTY WOA0 MEAKIHUX srupobis

E
SN ¢ 8 N X
Wali §§
N % N
N
\W Penaxuis 01
(Hostep pedaruil)

Hexnapayis npo signosiguicte Ne {
MPOOYKLI BUMOTAM TEXHIYHOIO PEFNAMEHTY LLIOHO MEOMYHKX BHPOBIB

Meauunui supid

medical device BPIZ-APT, poaums Ans Hranauii

Monwchixauis (1) MB o 2,5 mn (ml) y HeBynax nonieTunexosmx, no 10 1ebyn y nauui
KADTOMY.

Hassa supobHuka Ta opuguuna | AT "dapmar”

24DECa MICUBIHAXOIKEHHA Byn. Kupuniscexa, 83, m. Kuig, 04080, Yrpaina

Hassa va agpeca supobhuuol | AT "Gapwmay”

i iiie Byn. Kupuniscsxa, 74, M. Kuis, 04080, Yxpaina

BYN. YopHomopeeka, 4, M. Kuis, 04080, Ykpaina

Kriacucdixauin arigHo
TexHiuHoro pernamenTy WoRo
MeauMHNX supobia
Jareaepixesoro Mocradosow
KabineTy Mirictple Yepainy
Ne7563 sig 2 moBTHS 2013 poyy

ta

BipnosiaHicTs cTaHRapTam OCTY EN ISO 13485:2018, ICTY EN IS0 14871:2015, ACTY EN iSO
15223-1-2018, Meddev 2.7/1 sepcin 4, BCTY IS0 10993-1:2015,
OCTY ISQ 10993-2:2004, ACTY 1SO 10993-5:2015, ICTY 1SO
10093-9:2015, ACTY IS0 10993-10:2004, ICTY 1SC 10993-12:2015,
ACTY 1SO 10993-13:2015, MB 1-2004, ACTY EN 556-2:2018, ACTY
EN 1041:2015, ACTY EN 13408-2:2015, ACTY EN iSO 15223-1-2018

_ ) . Dogparor 3 (33 swHaTKOM posginy ‘Tepesipka npoe MSLUYROTO
ﬁﬁ“‘""%p\a %mm BupoBy™) T{exHiuHem pernameHTy gga;go megwigix supobis,
SIRIREERCT sarsepmxerore Moctanosow KMY Ne 753 sig 2 xosrHa 2013 poky
Oprat cuinky BignosigHocT | BN«YKPMETFTECTCTAHOAPT

| inenvndikauifinmi Homep: UA TR.001
Ceprudikat signosinnoct Ne UATR.001.0783.14.00418-22
Oicqul go 28.07.2027

Ceprudikat nepesipki npoexry
a60 nepesipry Tuny

Tepmin aif gexnapaiyi ao 28.07 2027

AT «PAPMAKS, SRBNSE, LU0 BULUSBRESEHIT MEIUUHAN supil signosinae arvoram TeXHINHOTO pernamenTy

040 MeguuHuX supobie saTeepmxeroro NMoctanosos KabineTy Minictpis Yrpainy sin 2 wosths 2013 p. Ne 753,

TexiyHa gokymentayis pozpobnena | s6epiraetocs ¥ eupoGsuka

AT «SAPMAKs, Yipaina, 04080, s Kuie, syn. Kupunisckka, SynuHox 83,

LHexnapauis npo signosinsicTs cknagesa nig yinxosuty Bignﬁaig‘&iahagﬁg@g& oBuuka AT "SAPMAK",
& \3 ¥
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IHCTPYKIISA I3 3ACTOCYBAHHS
MeIHYHOr0 BHPOOY

BPI3-APT
PO34MH IS iHrAJIAIiN

TOPI'OBA HA3BA: BPI3-APT, po3uuH Jyis iHTQIISIii.

®OPMA BUITYCKY: ueOynu.

ITo 2,5 mi (ml) y HeOynax moimiermneHoBux. [To 10 HeOyn y madri 3 KapTOHY.

OITHUC: uposopa Ge3bapBHA piuHa.

CKJIA: 1 mi (ml) po3unHy MicTuTh ekTOiHY — 13 Mr (mg), MOpchKy Boxy — 0,222 Mt (ml).
JloIOMXKHI pEYOBHHHM: HATPIIO TIPOKCH; KHUCIOTAa XJIOPUCTOBOJAHEBA, PO3BEJICHA; BOJA JIIS 1H EKIIIH.
He MicTuTh KOHCEPBAHTIB.

IIlo Taxe BPI3-APT, po3unn aia iHranasmiu, i gns vyoro Bin 3JACTOCOBYETHCSA

BPI3-APT, po3unH Jyis iHTaJIsIIiid, — 1[€ MEAWYHUA BUPIO, IO MICTUTH €KTOIH — HATYpPAIbHY MOJIEKYITY
3 NIPOTHU3ANATBFHUMH 1 MEMOpPaHOCTAOUTI3yIOUMMH BJIACTUBOCTSMH, III0 3aXUINAE€ KIITHHHA CIIA30BOT
BEPXHIX JUXAIBHUX IUIAXIB.

BPI3-APT, po3uuH Ay iHTansIii, sise cOO0¥0 30TOHIYHMIA PO3YMH 1 MOXKE OyTH BUKOPHUCTAHUI :

- K JIOTIOMDKHHA 3aci0 I 3MEHIICHHS 3allajJiCHHSA 1 IIOJIETTICHHS CHMIITOMIB 3aXBOPIOBAHb
JMXaJIbHUX IUIXiB, y pasi amepriusoi abo HeaneprigHoi actmu, OpoHxity ab0 XpOHIYHOTO
00OCTPYKTHBHOTO 3aXxBOproBaHH# JiereHb (XO03JI);

- JUISL 3aXHCTY Ta 3BOJIOXKCHHS CIM30BOi OOOJOHKY JAWMXAIBHUX IIUISXIB, HAIIPUKIIAJ], IIPH BIUIABI
TBEPAMX YaCTHHOK, KBITKOBOTO IHWIKY, Iy ab0 CyXoro IOBiTpS B ONAIIOBAIGHHX abo
KOHJIUI[IOHOBAHUX IIPUMIIICHHSX;

- JUI 3ar00iraHHs CUMIITOMIB IEPridHUX PEaKI[iii JUXaJbHOI CUCTEMHM IIPH AJEPTiUHiA acT™i,
BHUKJIMKAHO1, HAIIPUKIIA]I, JOMAIIHIM ITHJIOM a00 KBITKOBUM ITHIIKOM;

- K JOTIOMDKHMU 3aci6 mpu JiKyBaHHI 1 JUIs TPOQUIAKTUKA CHMIITOMIB OPOHXITY 3 METOIO
3amo0iraHHs BUCHXAaHHS CIU30BHX OOOJIOHOK, /I CHPUSHHS PO3PIPKCHHS B’S3KOTO CIIH3Y,
ITOJIETIIIYFOYY HOTO BiIKAIILTIOBAHHS.

BPI3-APT, po3umH yis iHTANAIiA, MOXHA BBOJUTH 32 JOIOMOIOK CTPYMEHEBHX, CITYAaCTHX i
YIBTPa3BYKOBHUX HeOyl1aii3epis.

CIIOCIb 3ACTOCYBAHHS

3aBxyu BuxopuctoByiite BPI3-APT, po3umH yis iHransmii, BigmoBigHO 10 i€l iHCTpyKuil i3
3acrocyBaHHS. IIpOKOHCynbTyWTECS 3 BammM JikapeM abo ¢apmaneBTOM Iepes] BUKOPHUCTAHHIM,
SIKIIIO Y BaC € MUTAHHA.

SAxmo BammM JIiKapeM HE MPU3HAYCHO 1HIIE, Bjuxaiite BMICT ojaHiel HeOymu (2,5 mu (ml)) 3a
moTpedoro, 0 ABOX pa3iB Ha J00y, BUKOpUCTOBYroUM HeOymaiizep. IlepekoHaitrecs, mo HeOymnaiizep
YUCTHM.

Jitu BikoM /10 10 poKiB MOBMHHI IPOBOUTH IHTAJIAIIIO ITiJ{ HATJISJIOM JOPOCIHX.

1. Big’epnaiite ogHy HeOyiry BiJ CTpiUKH.

2. Biaxpuitte HeOyiny Haja JiiKOO po3mioBada HeOymaizepa. s mporo, Tpumaroum HeOyily 3a
KOPIIYC, IOBEPHITh KOBIIA4YOK, SIKM 3HAXOAUTHCS Ha 11 BEPXIBIIi.

3. Bunwmiite Bechb BMICT B EMHICTh HeOylaif3epa, 00epexHO HaTUCHYBIIM Ha HeOyiy. B HeOymi mMoxe
3aMINUTACH HEBEIIMKA KUIBKICTh PIIMHH.

4. BukopucTtoByiiTe HeOyrai3ep BiIOBIHO J0 IHCTPYKIIiil iHOro BUpOOHHKA.




5. JitaM BikoM J10 2 POKIB MOX€E 3HAIOOUTHCS CICIIIaTbHE TEXHIYHE 0013 {HaHHS (HAIIPUKIIA]], MAaCKH 3
M’SKMM HOKPHUTTAM) J/UIA TIPOBEJEHHA iHraimsmii. BukxopucroByiiTe 00nagHaHHA, PEKOMEHIOBAaHE
BUpOOHUKOM HEOynaii3epa.

IITo6 rapanTyBaTM CTEPWIBHICTH IPOAYKTY, KOXKHAa HeOylla IpHU3HAYCHA TUIBKH JUIS OJTHOPA30BOTO
BUKOPHUCTAHHSL.

OCOBJIUBOCTI 3ACTOCYBAHHS

BPI3-APT, po3uuH Juis iHTAmAIii, HC MOBUHEH BUKOPHCTOBYBATUCS 3a HASBHOCTI TPAaBM, HAIPUKIIA/,
ITICJIS OTIepalliii Ha OpraHax AUXaIbHOT CUCTEMH.

BPI3-APT, po3umH Juis iHTaismid, HE CIiJi BUKOPUCTOBYBAaTH B pa3i IIBUIIEHOI YyTJIMBOCTI /O
€KTOiHy 200 Oy/[b-SIKOTO IHIIOTO KOMIIOHEHTY BUPOOY.

S0 BHHMKAIOTH OyIb-aKi moOiuHi edextn, Bukopuctanus BPI3-APT, po3uuHy juis iHTamsIii, ciig
HETailHO NPUIIMHUTH.

ITicas BUKOPHUCTaHHS OJHO/O030BOi HEOyNHM 3aJMINKW PIMHHU CIIiJ YTWI3YBaTd 3TiHO 3 YMHHUMHA
BMMOT'aMU JIO yTHIIi3aIlil BiIX0/1iB, BOHU HE IIPU3HAYCH] JUII IIOBTOPHOTO 3aCTOCYBAHHS.

IMakyBanus meguunoro BupoOy BPI3-APT, po3uuHy Juis iHraisiiid, MiCTUTh HEBEIHKI ILIACTUKOB1
JeTaiti, SKi MOXYyTh ITPOKOBTHYTH MaieHbKi Jitu. 1106 yHmkuHyTn HebGesmeku acmipamii, BPI3-APT,
PO3YMH JyIs THTAIAIIH, CITijf 30epiraTé y HEIOCTYITHOMY JUIS JIITEH MicCIIi.

He BukopuCcTOBYBAaTH NOIIKO/KEHI HEOYIIH.

He Bauxaru 3aHaATO IIBAIKO.

Menuuauii BUpid NMPU3HAYEHO TUIHKM JUIS IHTAJSIIAHOTO 3aCTOCYBAHHS, PO3YMH HE MOXXHA BBOJIHUTH
IIISXOM 1H’€KIfii ab0 KOBTATH.

BPI3-APT, po3umH /s IHT@IAIid, HE MOJXKHAa BHKOPHCTOBYBATH IIICNISM 3aKiHYEHHS TEPMiHY
IIPUJIATHOCTI.

Hemae Bimomux B3aemoniii Mbk BPI3-APT, pozumHOM i iHTANAiA, Ta IHIDAUMH IHTAIAIIAHEMEA
pO34YAHAMUA.

3auekaiite He MeHime 15 xBwimH MDK BukopuctaHHsSM BPI3-APT, po3umHy uis iHramsmid, i
IHTAIAIIEI0 THITUX MEUYHUX BUPOOIB a0 JIiKapChKUX 3aC001B.

Hapasi nemae ganux npo 3acrocyBanHs bPI3-APT, po3uuHy s iHTasiii, y nepio BarirHocti abo
T'OJ{yBaHHS T'PYJULO.

3AXO0/I1 BE3IIEKA
IIpoxoHCynbTyiiTECS 3 BammM JiikapeM abo ¢apMareBTOM Iepesi BUKOPUCTAHHSIM JJAHOTO MEIMIHOTO
BHUpOOY, AKIIO:

- Bu BaritHi abo rojyere rpyto, abo He BICBHEHI, 4M BariTHi Bu uu Hi;

- BiK KOpHCTyBada MeAWYHOT0 BUpoOy MeHme 10 pokis.
Sk 1 BCl iHTAIAIIHHI TPOXYKTH, iHTANsAIiA 3 BUKopucTaHHaM BPI3-APT, po3uuny jyis iHransmii, Moxe
IIPU3BECTH JI0 NOOIYHMX edekTiB. VY JeaKrx BUIAJKaX HE MOXXKHA BHKIIOYUTH HETATUBHUIA BIUIMB Ha
nepebir actmu. B Takomy BuITaaKy IpOKOHCYIBTYHTECH 3 BallliM JIIKapEM.

IoBigoMneHHs npo Oyjab-SKWA CEPHO3HMNA IHIMJIACHT, SKAWA CTABCS IIPH 3aCTOCYBAHHI MEIWYHOTO
BHPOOY

Jlis 3abe3nedeHHs MOJAIBIION0 €(PEKTHUBHOTO Ta OE3IMEYHOTO 3aCTOCYBAaHHS MEIUYHOTO BHPOOY,
IIPOCUMO TTOBIIOMJISITH PO iHIIMJCHTH, BUSBJICHI Y IIPOIEC] 3aCTOCYBAHHS IILOTO0 MEJJUIHOTO BHUPOOY,
AT «®Dapmak» 3a Tenredornom +38 (044) 239 19 40.

YMOBHU 3BEPIT'AHHA

BPI3-APT, po3umH ans iHransnii, 30epirat B OpUTiHAIEHOMY ITaKyBaHHI IIPY TEMIIEpATypi HE BHIIE
25 °C. 36epiratv B HEAOCTYITHOMY JUISL AiTEH MicIli.

TEPMIH NPUJJATHOCTI: 2 poxu 3 gaté BUTOTOBJICHHSA. Bukopucratu 0 jaTv, 3a3HA4EHOI Ha
YIIaKOBIIL.

BUPOBHUK: AT «®apmax», Ykpaina, 04080, m. Kuis, Byn. Kupunieceka, 63.
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Bupobank

Bepxus Mexa TeMnepaTypu

IToBTOpHO HE BUKOPHCTOBYBAaTH

_li]

3BepHITHCA JI0 IHCTPYKIIT i3
3aCTOCYBaHHS

£

PAP

CHMBOJI MOXITHBOCTI IIOBTOPHOT'O BUKOPHCTAHHS Ta
nepepobnenns (PAP — 3 nanepy ta xaprony; 21 — iHmmi
BHJIU KapTOHY)

STERILE | A

CrepririzoBaHO METOIOM
acenTH4HOi 06po6KH

UATRYYY

3Hak BignoBigHOCTI TeXHIYHNM periiaMeHTaM
(UA - ymOBHe no3HaueHHs Y KpalHy JIATHHCHKAMHE
JiTepamuy;
TR - yMOBHe NO3HAa4YEHHS, K€ O3HAYAE, 1110 OPTaH 3
OLIIHKH BiJIIOB1THOCTi MPH3HAYEHO HA BUKOHAHHS
poOiT 3 OIIHKK BiANOBiIHOCTI BUMOraM TEXHIYHHX
periIaMeHTiB;
YYY - inentudikaniiiauii HoMep NpU3HAYCHOTO
OpraHy 3 OIliHKH BiJITOBIJTHOCTI)

LOT

Howmep cepii (maprii)

Buxopucraru go

Jlata BUTOTOBIICHHS

He BHKOPHCTOBYBAaTH B p3,31 IIOITKO/PKCHHS ITaKyBaHHS
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