MEPENIK

NIKAPCbKUNX 3ACOBIB LWOAO AKNX 3ABEPLWWEHO PO3rnsj PEECTPALIAHNX MATEPIANIB NMPO BHECEHHSA 3MIH AO PEECTPALINHNX
MATEPIANIB NPOTAMOM All PEECTPALINHOIO NOCBIAYEHHA HA JIIKAPCbLKI 3ACOBW, AKI SAPEECTPOBAHI KOMNETEHTHUMW
OPIrAHAMU CMONYYEHUX LUTATIB AMEPUKU, LIBEULUAPCBHKOI KOH®EAEPALLI, ANOHII, ABCTPANII, KAHAAWN, NIKAPCbKX 3ACOBIB, WO

3A LEHTPAJII3OBAHOIO MPOLEAYPOIO 3APEECTPOBAHI KOMMETEHTHMM OPFAHOM EBPOMENCLKOIO COK3Y

dopma suUrnyckKy
(nikapcbka cpopma,
ynakoskKa)

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

NOPOLLOK ANA
OpasIbHOTO PO3YMHY,
0,75 Mr/mn; nopoLLoK
NS opanbHOro
PO34nHY y NNALWL; N0
1 nnSwyi y komnaexTi
3 1 BTUCKHUM
afanTepom ans
NASALWKKW, 2 OpasTbHAMK
Lwnpvuamu gns
6araTopa3oBoro
3acToCcyBaHHSA
06'emMoM 6 M (KOXHUIA
y NonieTuIeHoBOMY
nakeTuky) Ta 2
opasibHMK
Lwnpvuamu gns
H6araTopasoBoro
3acTocyBaHHs
o6'emom 12 mn
(koXHWIA y
nonieTnneHoBoMy
nakeTuKky), sKi BMiLLeHi
y nosnieTnneHoBui
naket; 1 nndwka 1a 1
KOMMEKT BMIiLLEHI Y
KapTOHHY KOPOOKY

®.XodhhmaHH-
Na Pow it

LBeiiLapis

BMNPO6YBaHHA KOHTPOJIHO AKOCTI
npu BUNYyCKy Ta cTabifibHOCTi,
BTOPWHHE MakKyBaHHSA Ta
MapKyBaHHs1, BUNYCK cepil:

& . XothbdpmaHH-N15a Pow /174,
LlBeiiuapis;
BMPOBGHULTBO Hepo3acoBaHOro
NPOAYKTY, NEPBUHHE NaKyBaHHS
(cTagis HaNMOBHEHHS NIALLOK) Ta
MapKyBaHHS, BUNPOOYBaHHS
KOHTPO/IIO AKOCTi (TECTyBaHHSA
MiKpO6IOI0riYHOT YNCTOTH):

. XodhdpmaHH-/15 Pows JiTa,
LBeliuapis

LLiBeiiuapis

BUNpaB/IeHHA TEXHIYHOT MOMW/IKK,
o 6yna gonyleHa B NpoLieci
peecTpauii B MeTogax KOHTPOsI0
AKOCTI, a came B cneumagikauii 6yno
HEKOPEKTHO BigobpaxeHo
iHchopmawito Wwoao napameTpy
"Konip", a came 6yno 3a3HayeHo:
"CBITN0-X0BTW1 ab0 X0BTUli 260
3€e/1eHyBaTo-)X0BTUiA abo cBiT/o-
3e/1eHnin abo 3e/1eHyBaTO-XO0BTUA"
3aMiCTb "CBIT/10-KOBTW1 a60 XOBTUIA
abo cipyBaTo-X0BTUi1 abo CBIT/M0-
3e/1eHni abo 3eM1eHYBaTO-XOBTUIA",
SIK 3a3Ha4YEHO B OpUriHa/IbHOMY
[0CbE, L0 By0 3apeecTpoBaHo B
pedhepeHTHIl kpaiHi CLUA. Pepakuis
B OpuriHasibHOMy po3gini P.5.1.
"Specification(s)": "Light yellow or
yellow or greyish yellow or light
green or greenish yellow"
[itoua pepakuis:

Konip
CBITN0-X0BTW1 ab0 X0BTUIi 260
3e/1eHyBaTo-)X0BTUiA abo cBiTNo-
3e/1eHnit abo 3e/1eHyBaTO-XOBTUA
n. 2 MK4, BisyasibHO
MponoHoBaHa pegakuis:
Konip
CBITN0-X0BTW1 ab0 X0BTUIA 260
CipyBaTO-X0BTWiA ab0 CBIT/10-
3e/1eHnit abo 3e/1eHyBaTO-XOBTUA
n. 2 MK, BisyasibHO

3a
peyenmom

UA/18405/01/01

Ne Hassa
n/n JNliKapcbKo20
3acoby
1. EBPICAI
2. IMYHAT

MOPOLLOK Ta
PO3YMHHWK AN
PO3unHy A1 iH ek
no 500/375 MO, 1
ch/1aKoH 3 NOPOLLKOM Y
KomnekTi 3 1
h1akoHOM
po34MHHKKa (BoAa AN
iH'ekyin) no 5 mn Ta
Habopom ans

Bakctep Al

ABCTpIs

Bunyck cepii N3 1a
PO3UYNHHYIKA:

Takega MaHydekuypiHr ABCTpist
Al, ABCTpis;
Brpo6HMLTBO, NepBuHHE
nakysaHHs /13, BTOpUHHe
nakyBaHHs /13 Ta po34nMHHUKA,
KOHTpONb AkocTi MN3:
Takega MaHydekuypiHr ABCTpis
Al, ABCTpisi;

AscTpist/
HimeuunHa

B.l.a.3 €), IB - 3miHa Ha BUPOGHWUIli
AoinbHuui Bakctep Al (Baxter AG),
BigeHb, ABCTpis 3i 36iNbLUEHHS
BUXIiAHOT KiNIbKOCTI Kpionpeumnitaty
00 163 kr Ansa nikapcbKoro 3acoby
ImyHaty (Immunate).

3a
peyenmom

UA/16964/01/01




3 MOPOLLKOM Y
KOMNAEKTi 3 1

MaHydekTypiHr CA, Benebris;
BMPOGHMLITBO, KOHTPO/Ib SIKOCTI

CKNAHOTO thnakoHa A5t PO3UMHHUKA
Bupo6HuuTea Siegfried Hameln.

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs1
PO3YMHEHHS i KoHTponb sikocTi [N3:
BBEJEHHS Y KopoobLi Takefa MaHydekuypiHr ABCTpis
Al, ABCTpisi;
Bnpo6HWLUTBO, NepBrHHE
nakyBaHHS Ta KOHTPO/b SIKOCTi
PO3UYNHHKKA:
3irdopig, XamenbH MM6X,
HimeuynHa
3. IMYHAT MOPOLLIOK Ta Bakctep Al ABCTpIs Bunyck cepii N3 ta AscTpisi/ B.l.a.3 e), IB - 3miHa Ha BUPOGHWUIli 3a UA/16964/01/02
PO3YMHHUK AN PO3YMHHKKA: HimeuyunHa AdinbHuui Bakctep Al (Baxter AG), peyenmom
PO34UHY A5 iH EKLit Takefa MaHydekuypiHr ABCTpis BifeHb, ABCTpIS 3i 36iNbLUEHHS
no 1000/750 MO, 1 Al, ABCTpis; BVXifHOI Ki/IbKOCTi KpionpeuunitaTy
ch/1aKOH 3 NOPOLLKOM Y Bnpo6HWLUTBO, NepBrHHE [0 163 kr Ansa nikapcbKoro 3acoby
KomnaekTi 3 1 nakyBaHHs /13, BTOPUHHe ImyHaTy (Immunate).
h1akoHOM nakysaHHs /13 Ta pO34MHHUKA,
po3uMHHKKa (BOAa ANns KOHTpONb AKocTi MN3:
iH'ekyjiit) no 10 mn Ta Takefa MaHydekuypiHr ABCTpis
Habopom ans Al, ABCTpisi;
PO3UMHEHHSA | KoHTponb sKocTi [N13:
BBEEHHS Y KopoobLi Takefa MaHydekuypiHr ABCTpis
Al, ABCTpisi;
Bnpo6HWLUTBO, NepBrHHE
nakyBaHHS Ta KOHTPO/b SIKOCTI
PO3UYUHHKKA:
3irdopig, XamenbH MM6X,
HimeuynHa
4, IMYHAT MOPOLLOK Ta BakcTtep Al ABCTpIst Bunyck cepii N13 Ta ABcTpisi/ B.l.a.3 €), IB - 3MiHa Ha BUPOGHWYiIl 3a UA/16963/01/01
PO3YMHHUK ANs PO3YMHHKKA: HimeuyunHa AinbHuui Bakctep Al (Baxter AG), peuyenmom
PO3UMHY A5 iH EKL;iA Takepa MaHydekuypiHr ABCTpist BigeHb, ABCTpis 3i 36iNbLUEHHSA
no 250/190 MO, 1 Al, ABCTpisi; BUXiAHOT KiNbKOCTI Kpionpeuunitaty
ch/1aKoH 3 NOPOLLKOM Y Bnpo6HWLUTBO, NepBrHHE [0 163 kr Ansa nikapcbkoro 3acoby
KoMmMekTi 3 1 nakysaHHs /13, BTOpUHHe IMyHaty (Immunate).
chnakoHom nakyBaHHs /13 Ta po3unHHYIKa,
pO34MHHKKa (Boga ANns KOHTpONb AkocTi MN3:
iH'eKuili) mo 5 mn Ta Takepa MaHydekuypiHr ABCTpist
Habopom ans Al, ABCTpisi;
PO3UYMHEHHSA | KoHTponb sKocTi [N13:
BBE/IEHHS Y KOpooLi Takepa MaHydekuypiHr ABCTpist
Al, ABCTpisi;
Bnpo6HWLUTBO, NepBrHHE
naKyBaHHS Ta KOHTPO/Ib SAKOCTI
PO3UMHHYIKA:
3irdopig, XamenbH MM6X,
HimeuunHa
5. PIKCYBIC MOPOLLIOK Ta Bakcanta ABCTpIs MapKyBaHHs!, BTOPUHHE Benebrisi/ B.ll.e.1.a.3, Il. logaBaHHs 3a UA/16879/01/01
PO3UYNHHUK AN IHHOBEMLLIH3 nakyBaHHs Ta Bunyck cepii N3 cuwA/ aNbTepHaTUBHOI r'YMOBOI NPO6KM peyenmom
PO3UMHY A5 iH EKLiA, M6X Ta PO3YMHHMKA: AscTpisi/ (6pombyTIKN) Ta KoBNauka
no 250 MO, 1 dnakoH Bakcanta Bengxiym HimeuunHa BMpo6HMLUTBa Datwyler ans




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs1
chnakoHom 3 Ta nepBuHHE nakyBaHHsA /13: TepMiH BBeAEHHS 3MiH NPOTArom 6
PO34MHHMKOM (BOAA BakcanTta FOC IHk., CLUA; MiCAILiB NicNs 3aTBEPIKEHHS.
Ans iH'ekuiii) no 5 mn 4acTKOBWI KOHTPOSb AKOCTI M13: BueHaBefeHa 3miHa AofaBaHHSA
Tamnol Takepa MaHydekuypiHr ABCTpist anbTepHaTUBHOI 'YMOBOI NPO6KK
NPUCTOCYBaHHIO A4 Al', ABCTpist; BHOCUTbLCA A0 KOpoTKOi
po3BefeHHs 4acTKOBWI KOHTPOSb AKOCTI M13: XapaKTepUCTUKN NikapcbKoro
BAKCOXXEKT Il'y Takepa MaHydekuypiHr ABCTpist 3acoby.
Kopobui Al', ABCTpist;
KOHTpOnb AkocTi N3
("MexaHiuHi BKoUeHHs"):
Odpi TexHONOMXKM eHf,
IHHOBeWioH MM6X, ABCTpIS;
BMPOGHMLITBO, KOHTPO/Ib SIKOCTI
Ta NepBMHHE NakyBaHHSA
PO3UYNHHKKA:
3irdopig, XamenbH MM6X,
HimeuunHa,
cTepunisauis Npobok i MiLkiB
015 NepeHeceHHs:
Bect ®apmacbtoTikan Cepsices,
IHK., CLLIA
6. PIKCYBIC MOPOLLOK Ta Bakcanta ABCTpIs MapKyBaHHs, BTOPUHHE Benbrisi/ B.ll.e.1.a.3, Il. logaBaHHsA 3a UA/16879/01/02
PO3UYNHHUK ANA IHHOBEMLLIH3 nakyBaHHs Ta Bunyck cepii N3 cuwA/ aNbTepHaTMBHOI r'yYMOBOI NPO6KM peyenmom
PO3UnHY NS iH EKLIN, M6X Ta PO3YMHHMKA: AscTpisi/ (6pombyTKn) Ta KoBNauka
no 500 MO, 1 dnakoH Bakcanta bengxiym HimeuyunHa BMpOo6HMLUTBa Datwyler ans
3 MOPOLLKOM Y ManydekTypiHr CA, benbris; CKISAHOTO (p/1akoHa A9 PO3YMHHMKA
KomnekTi 3 1 BMPOGHMLITBO, KOHTPOSIb SKOCTI Bmpo6HuuTBa Siegfried Hameln.
dhnakoHoM 3 Ta nepBuHHE NakyBaHHA M13: TepMiH BBEEHHS 3MiH NpoTAroM 6
PO34MHHKKOM (BOAA BakcanTta FOC IHk., CLUA; MiCAILiB MicNs 3aTBEPAXKEHHS.
Ans iH'ekuiid) no 5 mn 4acTKOBWIA KOHTPOSIb SKOCTI M13: BueHaBeAeHa 3miHa AofaBaHHSA
Tanol Takefa ManydekuypiHr ABCTpis anbTepHaTUBHOI 'YMOBOI NPo6KK
NPUCTOCYBaHHIO A8 Al', ABCTpisi; BHOCUTbLCA A0 KOpoTKOi
po3BefeHHs 4acTKOBWIA KOHTPOSIb SKOCTI M13: XapaKTepuCTUKN NikapcbKoro
BAKCO)KEKT Il'y Takefa ManydekuypiHr ABCTpis 3acoby.
KopobLi Al', ABCTpisi;
KOHTpOnb AkocTi MN3
("MexaHiyHi BK/HoYeHHA"):
Odbi TexHONOMXKM eHf,
IHHOBeWioH MM6X, ABCTpIS;
BMPOGHMLITBO, KOHTPO/Tb AKOCTI
Ta NepBMHHE NakyBaHHSA
PO3UYUHHKKA:
3irdopig, XamenbH MM6X,
HimeuunHa,;
cTepunisauis Npobok i MiLkiB
015 NepeHeceHHs:
Bect ®apmacbtoTikan Cepsices,
IHK., CLLIA
7. PIKCYBIC NMOPOLLOK Ta Bakcanta ABCTpiIs MapKyBaHHs, BTOPUHHE Benbrisi/ B.ll.e.1.a.3, Il. JogaBaHHs 3a UA/16879/01/03
PO3UYMHHUK ANa IHHOBELLIH3 nakyBaHHs Ta Bunyck cepii M3 CLUA/ aNbTepHaTUBHOI 'YMOBOI NPOOKK peyenmom




h/1aKOH 3 MOPOLLKOM Y
KoMnnekTi 3 1
donakoHoM 3
PO34YMHHMKOM (BOAA
Ans iH'ekuiid) no 5 mn
Tanol
npUCTOCyBaHHIO ANs
po3BefeHHs
BAKCIXXEKT Il'y
Kopoo6ui

MaHydhekTypiHr CA, Benebris;
BMPOGHMLITBO, KOHTPO/Tb AKOCTI
Ta nepBuHHe nakyBaHHA M13:

BakcanTta KOC IHk., CLUA;
4YacTKOBWIA KOHTPOSb SIKOCTI /13:
Takefa MaHydekuypiHr ABCTpis

Al, ABCTpisi;
4YacTKOBWIA KOHTPOSb SIKOCTI 13:
Takefa MaHydekuypiHr ABCTpis
Al, ABCTpisi;
KOHTpONb AkocTi N3
("MexaHiuyHi BKItoYeHH:"):
Ocdhi TexHoNnomKu eHg,

IHHOBeALWIOH MTMGX, ABCTpIs;

BMPOBHULITBO, KOHTPO/Ib SAKOCTI
Ta NepBMHHE NakyBaHHS
PO3YMHHYIKA:
3irgopig XamensH Mv6X,
HimeuunHa;
cTepunizauis Npo6oK i MiLLKIB
NS NepeHeceHHs:

CK/ISIHOTO dh/1akoHa 718 PO3YMHHMKA
BMpo6HuUTBa Siegfried Hameln.
TepMiH BBEAEHHS 3MiH NPOTAroM 6
MiCALIB MiCNA 3aTBEPAKEHHS.
BuleHaBefeHa 3MmiHa Aof4aBaHHsA
aNbTepHaTMBHOI r'YMOBOI NPO6KM
BHOCUTLCA [0 KopoTkoi
XapaKTepuUCTUKN NiKapCbKoro
3acoby.

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs1
PO34UHY ANS iH EKLIN, M6X Ta pO3YMHHMKA: AscTpisi/ (6pomMbyTIKn) Ta KoBNauka
no 1000 MO, 1 Bakcanta benmxiym HimeuunHa BUpo6HMLTBa Datwyler ans
h/1aKOH 3 MOPOLLKOM Y MaHydexTypiHr CA, benbris; CK/ISIHOTO dp/1akoHa 718 PO3YMHHMKA
KommnekTi 3 1 BMPOGHMLITBO, KOHTPO/b SKOCTI BMpo6HuuTBa Siegfried Hameln.
dhnakoHoOM 3 Ta nepBuHHe nakyBaHHA 13: TepMiH BBEAEHHS 3MiH NPOTAroM 6
PO34YMHHMKOM (BOAA Bakcanta FOC I[Hk., CLUA; MiCALIB MiCNA 3aTBEPAYKEHHS.
Ans iH'ekuiid) no 5 mn YacTKOBWIA KOHTPOSb SKOCTI M13: BuweHaBegeHa 3miHa foAaBaHHs
Tanol Takefa MaHydek4ypiHr ABCTpis albTepHaTUBHOI r'YMOBOI NPO6KM
NpUCTOCYyBaHHIO A4/1A AT, ABCTpis; BHOCUTLCA 0 KopoTkoi
po3BefeHHs 4acTKOBWI KOHTPOSb AKOCTI M13: XapakTepuCTVKN NikapCbKoro
BAKCO)KEKT Il'y Takefa MaHydek4ypiHr ABCTpis 3acoby.
Kopobui Al, ABCTpisi;
KOHTpOnb AkocTi N3
("MexaHiyHi BKItoYeHHA"):
Odpi TexHoNnomKM eHg,
IHHOBefLWioH MTMGX, ABCTpIs;
BMPOBHULITBO, KOHTPO/Ib AKOCTI
Ta NepBMHHE NakyBaHHSA
PO3UMHHYIKA:
3irgopig XamensH Mv6X,
HimeuunHa;
cTepunisauis Npo6oK i MiLLKIB
[ONSA NepeHeceHHs:
BecT ®apmacbtoTikan Cepsices,
IHK., CLUA
8. PIKCYBIC MOPOLLIOK Ta Bakcanta AscTpis MapKyBaHHs, BTOPUHHE Benebrisi/ B.ll.e.1.a.3, Il. lofaBaHHA 3a UA/16879/01/04

PO3UMHHUK ANs IHHOBEMLIH3 nakyBaHHs Ta Bunyck cepii M3 CLUA/ anbTepHaTUBHOI 'YMOBOI NPO6KK peyenmom
PO34UHY ANS iH EKLIN, M6X Ta pO3YMHHMKA: ABcTpisi/ (6pomMbyTIKn) Ta KoBNauka
no 2000 MO, 1 Bakcanta bengxiym HimeuyunHa BUpo6HMLTBa Datwyler ans




h/1aKOH 3 MOPOLLUKOM Y
KomnaekTi 3 1
hnakoHoM 3
PO34YMHHMKOM (BOAA
Ans iH'ekuid) no 5 mn
Tanol
npucToCcyBaHH ANs
po3BefeHHs
BAKCIKEKT Il'y
Kopoo6Ui

MaHydekTypiHr CA, benebris;
BMPOBHULITBO, KOHTPO/Ib SAKOCTI
Ta nepBuHHE nakyBaHHA MN13:

BakcanTta FOC IHk., CLUA;

YacTKOBWIA KOHTPOSb SIKOCTI /13:

Takega MaHydekuypiHr ABCTpist
Al', ABCTpist;

YacTKOBWIA KOHTPOSb sIKOCTI /13:

Takega MaHydekuypiHr ABCTpist
Al', ABCTpist;
KOHTPO/Ib sKOCTi 13
("MexaHiyHi BKOYeHHS"):
Odhi TexHONOAXM eHf,
IHHOBefLWiOH TMGX, ABCTpIs;
BMPOGHMLITBO, KOHTPO/Ib SIKOCTI
Ta NepBUHHE NaKyBaHHS
PO3YMHHKIKA:
3irdopig, XamensH M6X,
HimeuunHa,;
cTepunisauis Npobok i MiLkiB
ON15 NepeHeceHHs:

Bect ®apmacbtoTikan Cepsices,
IHK., CLLA

CK/IAHOTO dp/1akoHa [/19 PO3UMHHUKA
BMpobHuuTBa Siegfried Hameln.
TepMmiH BBEA,EHHS 3MiH NPOTArom 6
MiCALiB NicNs 3aTBEPIKEHHS.
BuleHasefeHa 3miHa AofaBaHHsA
anbTepHaTUBHOI 'YMOBOI NPO6KK
BHOCUTbLCA A0 KOpOTKOi
XapaKTepUCTUKN NiKapcbKoro
3acoby.

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs1
BecT ®apmacktoTikan Cepsices,
IHK., CLLA

9. PIKCYBIC MOPOLLIOK Ta Bakcanta ABCTpIs MapKyBaHHS!, BTOPUHHE Benebris/ B.ll.e.1.a.3, Il. logaBaHHsA 3a UA/16879/01/05
PO3UYNHHUK ANA IHHOBEMLLIH3 nakyBaHHs Ta Bunyck cepii N3 CuwA/ anbTepHaTUBHOI 'YMOBOI NPo6KK peyenmom
PO3UUHY AN151 iH EKLN, 6X Ta PO3YMHHMKA: ABcTpisi/ (6pombyTnn) Ta KoBNayka
no 3000 MO, 1 Bakcanta Bengxiym HimeuunHa BMpO6HUMLUTBa Datwyler ans




