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Ha Ne - BiJ

Kepisnukam cy0’€KkTiB rocnoaaprosaHus,
siki 3afiMaloThes peadizauieto,
36epiraHHsM i 3aCTOCYBaHHAM JiKAPCHKUX
3ac00iB

KepiBHuKaM TepuTOpiaibHUX opraHis
Mepkaikeayxon

PO3IOPSDKEHHS

Y BigmosigHocti no Koncruryuil Vkpainu, cr. 15, ct. 22, cT. 55 3axkony
VYkpairu "OCHOBH 3aKOHOAABCTBA YKpaiHU PO OXOPOHY 3A0pOB'A", CT. 15 3axony
Vxpaiuu "IIpo mixapchki 3aco0n’, TlonoxeHHs mpo JepxkaBHy ciyxOy YKpaihu 3
MKAPCHKMX 3ac00iB Ta KOHTPONIO 3a HAPKOTHUKaMH, 3aTBEPKEHOTO MOCTAHOBOIO
Kabinery MinictpiB Yxpainu Bin 12.08.2015 No 647, Tlopsaky 3IiliCHeHHS
KOETPOJIIO 38 BiAIOBIMHICTIO iMyHOOIONOTIYHUX MPenapaTiB, 110 3aCTOCOBYIOTRCH B
MEIMYHIi  [pakTuli, BHMoOraM JACpXKaBHHUX i MIDKHApOIHHX  CTaHIapTIB,
saTBepmkeHoro Hakasom MO3 Ykpaisn Big 01.10.2014 Ne 698, Ilopsaky
BCTAHOBJICHHS 3a60pOHM (THMYaCOBOI 3a60pOHH) Ta [IOHOBIIEHHS 00Iry JTKapChKUX
3ac06iB Ha TepuTopii VYKpaiHM, 3aTBEpP/DKCHOrO HakasoM MO3 Vkpaitu
pix 22.11.2011 3a Ne 809, 3apeecTpoBaHOrO MinicTepcTBoM tocTHIil Y KpaiHH
Big 30.01.2012 3a Ne 126/20439, Ilopsaaxky KOHTPOJIIO SKOCTI MKapChKUX 3ac00iB IiJ
yac OMTOBOI Ta PO3ApPIOHOI TOPriBii, 3aTBEPUKEHOTO HAKA3OM MO3 VYkpainu
Bim 29.09.2014 Ne 677, 3apeecTpoBaHOro MinicTepcTBOM IOCTHULIT Y KpaiHu
Bing 26.11.2014 3a Ne 1515/26292:

TUMUYACOBO 3ABOPOHSIIO peanisauilo Ta 3aCTOCYBaHHA J1KApCHKOTO
3aco6y TEKCAKCHM® / HEXAXIM BAKIIMHA UL TIPO®IIAKTHKH
JIVMOTEPI,, TIPABL, KAIUIIOKY (ALIEJIOJIIPHMA  KOMITOHEHT),
[EIIATUTY B PEKOMBIHAHTHA, TOJIOMIEJIITY THAKTMBOBAHA TA
3AXBOPIOBAHD, CITPMYVTHEHNX HAEMOPHILUS  TUITY B
KOHTOTOBAHA, AJICOPEOBAHA, PIZIKA, cycmeHsis A 1K’ eKLin
10 0,5 mn (1 f03a) B mOmepeIHBO 3AMOBHEHMUX MINPULAX 3 2-Ma OKpeMHMH TOJIKAMH,
no 1 mmpuuy B CTaHIAPTHO-EKCIIOPTHIH YIaKoBLli, AKa MICTHTBCA Yy KapTOHHIN
Kopob1i 3 IHCTPYKLIELO Ut MEIUIHOTO 3aCTOCYBaHHS,

cepii R3L98IYV, BHPOOHMLITBA "Canodi TIlactep’, Opanuis, (peecrpaliite
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noceimuenns Ne UA/13080/01/01), mo oxpemoro pimeHHs JlepxaBHOI CiyxOu
Vkpaiuu 3 JiKkapchkux 3aco0iB Ta KOHTPOJIO 38 HAPKOTUKAMHU.

Cy6’eKkTaM TOCIOJAPIOBAHHS, fKi 3iMCHIOIOTL peaiiauito, 30epiraHHA Ta
3aCTOCYBaHHs JIIKAPCHKUX 3aco0iB, HEBIIKIAJHO IICAS ONEpXaHHA JAHOTO
POSMIOPSDKEHHS. MEepeBipUTU HasBHICTH JiKapchKoro 3acoby IFEKCAKCUM® /
HEXAXIM BAKIMHA I TITPOOUIAKTHKH JUDTEPII, TIPABLYI,
KAIILTIOKY (AL];EJIIOH}{PI-H/IIZ KOMITIOHEHT), T'EITATUTY B
PEKOMBIHAHTHA, [TOJIIOMIEJIITY IHAKTHBOBAHA TA 3AXBOPIOBAHD,
CITPIMHEHNX HAEMOPHILUS TUITY B KOH'TOI'OBAHA,
AJICOPBOBAHA, PIJIKA, CyCTEeH31d TS 1H’ eKIin
o 0,5 vt (1 1o3a) B ToNepeAHBO 3aIIOBHEHUX IINPHLEAX 3 2-Ma OKPEMUMHU TOJIKaMH,
mo | wmmpuiy B CTaHAApTHO-EKCIOPTHil ymakosi, sika MICTUTLCS Y KapTOHHIH
KopoO1Ii 3 IHCTPYKLI€O s MEAUIHOIO 3aCTOCYBaHHS,
cepii R3L981V, upo6uuursa "Canodi [Tacrep”, OpaHuis.

[Tpu BUSBIEHHI 3pa3sKiB IBOTO JIKapChKOIo 3aco0y BXWUTH 3aXOId IIOAO
BIJTy4eHHs HOTO 3 00iry IUIAXOM BMILICHHS B KAPaHTHH.

Cy6’exTy rocrnoiaproBatHs, NPpH BUSIBIICHHI BKA3aHOTO JIiKAPCHKOTO 3aco0y,
[1OBIJOMHTH TepuTopianbHui oprad Jlepxiikciyx0Ou Ykpainu 3a MICLEM
PO3TANIYBAHHS MPO BXKHTI 33X OO BUKOHAHHA AAHOTO PO3MOPS/KCHHI. [Tpu
HACTYIHHX [OCTaBKaX JiKapChKOTO 3aco0y cy0’€KT TOCIOAAPIOBaHHA IOBUMHEH
BKHTH 3aXONiB IIOAO 3amoGiraHHs NPUAGAHHIO, peanmizaiii Ta 3acTOCyBaHHIO
NiKapchKOro 3aco0y, HaBEJCHOTO B TaHOMY PO3IOPAIKEHHI.

KoHTpOdb 33  BHKOHaHHSIM  JaHOro  pO3MOPSDKEHHA 3AIACHIOIOTH
TepuTOpianbHi opranu Jepiikciyxbu 3a MicLIEM pO3TalllyBaHH.

HeBukoHaHHS JAHOTO pO3HOPAIKEHHs TATHEC 3a 00010 BiANOBIZAIBHICTD
3TifHO i3 YMHHAM 3aKOHOJABCTBOM Y KpaiHu.

Komii JaHOTO PO3NOPSIKEHHS HAIIPaBIIeHi:

MO3 VYkpainy;

JIIT " [Nepsxapuuii excriepTHui nentp MO3 Yxpainu";
TOB "Canodi-ABeHTic YKpaiHa'.

T'os10Ba Poman ICAEHKO
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