PE3IOME IIJIAHY YIIPABJIIHHA PUBUKAMMU IS JIIKAPCBKOI'O 3ACOBY

Toprosa Haszea: BOJIA JIUIS IH'EKILIIN, po3unHHNK 151 TAPEHTEPATLHOTO 3aCTOCYBAHHS, T10 2 MIT
abo 5 M B amiynax nojiMepHux, no 10 ammyn B madmi

MHH: Aqua pro injectioni* (Water for injections)

VI.2.1 Oz2n50 enidemionozii 3axeopiosanns

[Ipenapar «Boma ayis iH’ €Kiif» HE TPU3HAYESHUHN JIJIT CAMOCTIMHOTO 3aCTOCYBaHHs, OCKUIBKH XIMIYHO
HE aKTUBHUH 1 HE Mae (apMakKoJOTiyHOI Mii, a BUKOPUCTOBYETHCS JIUIIE B SIKOCTI PO3UYMHHHUKA a00
3aco0y U PO3BENIEHHS 3 METOI0 IMPUTOTYBAaHHS CTEPHJIBHUX PO3YMHIB JIIKAPCHKHUX 1 A1arHOCTHYHUX
3aco0iB, MPU3HAYCHHUX YIS MiAMIKIPHOTO, BHYTPIITHBOM S130BOr0 200 BHYTPIIIHHOBEHHOTO BBEIICHHS.
Eninemiornoriss 3acTocyBaHHS TOTOBOTO pO3YMHY JIKapChKOro ab0 JIarHOCTMYHOIO 3aco0y
BU3HAYA€THCS 3aCO00M, IO PO3BOIUTHCS, @ HE HOTO PO3ZYMHHUKOM.

VI1.2.2 Pe3tome pezynrvmamis 1iKyeanHus

Bopna nns i’ exniii — amiporeHHa, XiMiYHO He akTHBHA 1 He Mae ¢apMakosoriyHoi aii. [Ipenapat ne
MPU3HAYCHUN JIJI1 CAMOCTIMHOTO 3aCTOCYBAaHHS 1 HE Ma€ JIIKYBaJIbHOI /i1, @ BUKOPUCTOBYETHCS JIUIIIC B
SAKOCTI PO3YMHHUKA ab0 3aco0y A PO3BEIACHHA 3 METOI0 MPHUIOTYBaHHA CTEPUIIBHUX DPO3YHHIB
JMIKApChbKUX 1 JIarHOCTUYHHX 3aco0iB. Pe3ymbrat JiKyBaHHS BH3HA4YaAIOTHCS 3aco00M, IO
PO3BOJUTHCS, @ HE 1OT0 PO3UYMHHUKOM.

VI1.2.3 Hegioomi oani w000 eghexmugnocmi nikysanus
He 3actocoBano. Boaa st 16’ exiniil XiMi9HO HE aKTUBHA 1 HE Ma€ (papMaKoJIOTTYHOT [ii.

V|.2.4 Pe3tome npobdiem 6e3neku
BAKJIMBI ITIEHTU®IKOBAHI PU3UKU

Pusux Ilo Bizomo 3ano6ixkHi 3ax01au

Bincyrni — —

BAKJMBI NOTEHIIMHI PUSUKA

Pusuk Illo Bimomo

Pusuk pyiinyBanHs ([IoTeHUIHHUI PU3MK, TOB’ SI3aHUN 3 MOMIIMBICTIO 3HMKEHHS OCMOTHYHOTO
epUTPOIHTIB (F€MOITI3Y)|TUCKY IIIa3MH KpOBI Tpu  0Oe3MocepeHbOMY BHYTPILIIHBO-CYAHHHOMY
npu Oe3nocepelHbOMY [BBEIEHHI BEJIMKOI KIJIBKOCTI Mpernapary, BCyleped I1HCTPYyKWii 3 s
BHYTPIITHBO- MEIUYHOTO 3aCTOCYBAHHS.

CyIMHHOMY  BBeleHHI|Boma s iH’ekmiii He mnpu3HA4YeHa MJIs1 CaMOCTIHHOTO BBEACHHS 1
Ipemnapary. BUKOPUCTOBYETHCS TUIBKM JUISI PO3YMHEHHS a0o0 pO3BENEHHS IHIINX
CyMicHUX mpemapaTiB. ['0TOBI /10 BUKOPUCTaHHS PO3YMHH IperapaTiB
NMOBUHHI OyTW ONU3BKUMH JO 130TOHIYHUX, TOOTO IX OCMOTHYHUU THCK
MOBUHEH OyTH OJM3BKHM JI0 OCMOTHYHOTO THCKY IUTa3Mu KpoBi. [lpwm
NOPYIICHHI 1HCTPYKWii 1 BBEJEHHI B CYAWHHE PYyCJIO YHCTOI BOAM IS
1H’ €KI1i¥1 6€3 PO3UMHEHOTO0 MpeTapaTy, B KUIBKOCTI, TIOCTaTHIN JIsl 3HUKECHHS
OCMOTHYHOTO THCKY IUIa3MH HH)KYE€ DIBHS OCMOTHYHOI PE3HCTEHTHOCTI
(cTifikocTi) epUTPOIUTIB MOKE BiZOYTHCS iX pyHHYBaHHS — TE€MOJII3.
I'emoniz 3a3BUYail pPO3BUBAETHCSA NPU 3HIKEHHI OCMOJISIPHOCTI IIa3MHU
npu6smzHo 10 30-50%Bia HOpMHU.

Jns 3amobiranHs peanizanii JaHOTO PU3UKY IHCTPYKLIS ISl MEAUYHOTO
3aCTOCYBaHHS  MICTUTh  3acTepexeHHs B po3aunl  «OcobauBOCTI
3acTOCyBaHHS». Bomy mans iH ekIiii He MoO)KHa O€3MOCepelHbO BBOJIUTHU
BHYTPIIIHHOCYAMHHO Yepe3 HU3bKUN OCMOTUYHHM THCK Yy 3B’ 513Ky 3 PU3UKOM
BUHUKHEHHS T€MOJTI3Y.




BIICYTHS IHOOPMALIA

Puszuk

Illo Bimomo

Bincyrni

V1.2.5 Pe3tome 3ax00i6 3 minimizauii pu3uKie 011 KOMHcHOT npodiemu 6e3neku

Jlst 1iKapchKOTro 3aco0y € IHCTPYKIIiS JUIsl MEAMYHOTO 3aCTOCYBaHHS, 1110 MICTUTH 1H(OpPMAIiio PO Te
SIK 3aCTOCOBYBATH JIIKAPCHKHUH 3aci0, PO pU3UKUA Ta PEKOMEHJAIlll o0 iX MiHiMizamii. 3ano0ikHi
3aX0[H, IO MICTATbCA B LbOMY JOKYMEHTI, BiIOMi SIK PYTHHHI 3aX0Ad 3 MiHiMi3auii pu3ukiB. Llei
mpenapar He Mae€ JOJaTKOBHX 3aXOiB 3 MiHIMI3allii pU3UKIB Ta OCOOJMBUX yYMOB 1 OOMEXEHb HJIs
fioro 6e3meyHoro Ta e)eKTUBHOTO BUKOPUCTAHHS.

VI.2.6 Ilnan nicasapeecmpauiitnozo po3eumky (3annanoeani 3axoou y RICAAPEECMPAUTHHOMY

nepiooi)

Ilepenik gocailzkeHpb B IUIaHi MiCJAsIpeECTPalliiHOIO PO3BUTKY

Jocaimkenusi/3axin Meta HocaimxyBana mpodoiaema | Craryc JlaTa HaTaHHA
(BKJIIOYAIOYH HOMEP 0e3nexn/edeKTHBHOCTI (mpomixkHuUX) i
JMOCJTiIZKeHHS1) 3aKJIKYHOI0 3BITY
Bincythi — — — —

JocitixxeHHs, 110 € YMOBOIO OTPUMAHHS PEECTPANIHHOIO MOCBiTYEeHHS
[TpoBeneHHs 1OCTiIKEHb HE € YMOBOIO OTPUMAaHHSI PEeCTPALlifHOTO TOCBITYEHHS.

VI1.2.7 36e0ena maobnuys 3min 00 niany ynpasaiHHA PUUKAMU 3 YACOM

Bepcia | [ara

IIpobJema Oe3nexku KomenTap

0.1 119.08.20 InenTudikoBaHi pU3MKH: BIICYTHI. —

IToTeHuiiiHi pU3MKHU:

1. Pusuk remonizy mpu Oe3mocepeHbOMY BHYTPIIIHBO-CYTUHHOMY
BBEJICHHI TIpermapary.

BincyTHs indopmanisi: BinCyTHS.




