JlomaTok 2
710 TeHJICPHOI TOKyMEHTAIIIi Ha 3aKyIiBJIO:
33600000-6 dapmarieBTHYHA TPOAYKITiS
(BakmuHa nist mpodinakTuky rpuny, | HalilMeHyBaHHS )

Indopmartis mpo HeoOXimHI TEXHIYHI, SKICHI Ta KUIBKICHI XapaKTepUCTUKU IpeaMeTa
. . KX
3aKyIiBIIi.

Baknuna nns npodinakruku rpuny (Influenza, inactivated, split virus or surface antigen), 1 mo3a
(0,5 mm), amm., ., mmp. - 6327 no3.

Ocobnusi sumozu.

1. Bakuuna g npodinaktuku rpuny - CIUIT-BAKIMHA AJIS ITPOOUIAKTUKU I'PUITY,
YOTUPLOXBAJIEHTHA, IHAKTHUBOBAHA.

2. ®opma BUNYCKY - CYCIIEH3IS TSl iH €KIIN y aMIl., (JI., IIp. 3 TOJIKOIO.

3. Jlikapchkuit 3aci0 / MeiuuHui IMyHOO10JI0T1YHUI MTpernapaT Mae BBOJUTHUCS Y BiITOBIAHOCTI A0
THCTPYKIIT IS MEIMIHOTO 3aCTOCYBAHHSI.

3acanvui eumoau:

1. Jlikapcekuii 3aci® / MmenuyHUil iMyHOOI0JIOTTUHUN TIpenapar MOBUHEH OyTH 3apeecTpOBaHUIl B
Vkpaini. o miaTBEp/pKEHHS YYAaCHUK HANa€ 3aBipeHy KOIMII0 PEeECTPaliiHOro MOCBITYCHHS Ha
JiKapchbKui 3aci® / MeauyHuil iMyHOOi0JOTIUHMI mpenapaTr. Y pasi, SKIIO 10 3aKiHUYEHHS CTPOKY [ii
peeCTpaliiHOrO TOCBIQYEHHS Ha JIKApChbKUU 3acid0 / MenuuHuWid iMyHOOIOJNIOTiYHME mpenapar
3aJIMILAETHCA:

- meHie 90 nHIB - 000B’s3k0Be HajzaHHA Komii aucta MO3 Vkpainu, abo ynoBHOBa)KEHOTO
oprany, npo (akT noJaHHs 3asBU PO MEPEPEECTPALLiIO;

- B 90 AHIB 10 OTHOTO POKY - 00OB’SI3KOBE HA/JaHHS TapaHTINHOIO JKCTa 3asBHUKA IIPO T€, 110
10 MO3 Vkpainu, abo ymoBHOBa)K€HOT'O Oprany, Oyje MoJaHO 3asBY MPO MEPEepPeecTpaLiio y MOpAIKy,
Bu3HaueHoMy MO3 Vkpainu.

2. Jlikapcbkuil 3aci06 / MenquuHui IMyHOO10J0T1UHUI Mpenapar MOBUHEH MaTHU 1HCTPYKLIIO JUIs
MEIMYHOTO 3aCTOCyBaHHs. J{J1s MiATBEPIKEHHS YYaCHUKOM HAJIA€ThCS KOIis IHCTPYKIIT 111 MEUYHOTO
3aCTOCYBaHHS JIKApChKOro 3ac00y / MEAMYHOTr0 IMyHOO10JIOTIYHOTO Mpenapary.

3. TepmiH mpHUAATHOCTI JIKapChbKOro 3aco0y / METUYHOro iMyHOOIOJOTIYHOTO MpenapaTty Ha
MOMEHT IOCTaBKM TOBHHEH CTaHOBUTH He MeHIe /5% BiJ BCTaHOBJEHOTO IHCTPYKIIEIO TEPMiHY
npuaatHocTi. [l niATBep/PKEHHs YYaCHUK HaJa€ rapaHTIMHUN JTUCT PO TEPMiIH IPHUIATHOCTI.

4. CTpoK MOCTaBKH TOBApy MOBHHEH CTAaHOBUTHU HE Oinbiie 10 MHIB 3 1aTH OTpUMaHHS MUCHhMOBOT
3asBKH, ajne He mizHime 29.12.2023. J{ns migTBepKeHHs YYaCHUK HaJa€ TapaHTiiHUNA JUCT IpO CTPOK
MOCTaBKH TOBapy.

5. Jlikapcekuil 3aci® / mMenuuHui iMyHOOIONOTIYHMN TpenapaT MOBUHEH OyTH BHECEHUM [0
PEECTPY ONTOBO-BIAMYCKHUX IIH Ha JIKAPChKI 3ac00M abo 0 peecTpy BIAOMOCTEH IIOAO TPAHUIHHX
OINTOBO-BIANMYCKHUX IIIH Ha JEsKi JIKApChbKi 3aco0M, IO 3aKyMOBYIOThCSA 3a OO/DKETHI KOWITH Ta
MJUISIraloTh peepeHTHOMY I[IHOYTBOPEHHIO, B pamMKax BHKOHaHHs moctaHoBu KMV Big 02.07.2014
Ne 240 «[IutanHs nexiapyBaHHSA 3MIHM OINTOBO-BIAMYCKHMX IiH Ha JIKapChKi 3aco0W» Ta MOCTaHOBH
KMYVY Bin 03.04.2019 Ne 426 «IIpo pedepeHTHE MIHOYTBOPEHHsSI Ha JesKi JIIKAPChKi 3acoOW, IO
3aKyMOBYIOThCSI 3a OFOJDKETHI KomTw». JIs MiATBEP/KCHHS YYaCHMK HaJa€ KOIMII BHUTATY 3
BiamoBiHOTO Hakazy MO3 Ykpainu.

6. Jlikapcekuii 3aci® / MenuuyHuUN iMyHOOIONOTIYHMN TpenapaT MOBUHEH OyTH BHECEHUM JI0
HamionansHOTO MIEpEiKy OCHOBHUX JIIKApPChKUX 3ac00iB, B paMKaxX BHKOHaHHs moctaHoBu KMV Bix 25
oepe3ns 2009 Ne 333 «/leski nmuTaHHsS Jep>KaBHOTO PETYJIIOBAHHS LiH Ha JIIKapchKi 3aco0HM 1 BUpoOU
MEIMYHOIO NpU3HAa4YeHHs». JlJid MIATBEpIPKEHHS YYAaCHUK Hajae Komito BuUTAry 3 HarioHanbsHOro
NepeTiKy OCHOBHHX JIIKAPCHKUX 3aCO01B.



VY pa3i BiACYTHOCTI JiKapcbKoro 3aco0y / MeauyHOro iMyHOOIOJIOTIYHOTO Tpernapary B
HamionaneHOMYy TIepeniKy OCHOBHHUX JIIKAPCBKMX 3ac00IB  y4aCHHMK HaJa€ KON BHCHOBKY
YIIOBHOBXEHOTO OPTaHy 3 JIEPKaBHOI OIIHKM MEIMYHUX TEXHOJIOTiH HA 3aIPONOHOBAHUN JKAPCHKUN
3aci0 / MeauYHMA 1MYHOOIOJIOTIYHMM MperapaT, NPOBEISCHOTO BiANMOBIAHO 10 BuMOr Ilopsaky
MPOBEICHHS JIEPXKABHOI OI[IHKM MEJWYHHMX TEXHOJIOTiH, 3aTBep/pkeHoro mocraHoBoro KMV Bim 23
rpyaass 2020 Ne 1300 «IIpo 3arBepmkenHs Ilopsnky mnpoBeneHHS AEp)KABHOI OIIIHKA MEIHMYHHUX
TEXHOJIOT1i.

VY pa3si, akmo BuMmoru mnocraHoBu KMY Bim 25 Gepezns 2009 Ne 333 He MOMIMPIOIOTHCS Ha
3aKyYIIBJIIO 3alpPOIOHOBAHOTO YYACHHUKOM JIKapChKOTO 3aco0y / MEIWYHOro iMyHOOIOJOTIYHOTO
npenapary, HeoOXiTHO HaJIaTH BiAMOBIIHUM JIUCT-PO3’ ICHEHHSI.

7. O60B’s13K0BE HAJaHHS YYaCHUKOM OPHTiHAIy TapaHTIMHOTO JIMCTa, HaJaHOTO Oe3MocepeHbO
BUPOOHUKOM a00 HOro YmOBHOBa)KEHUM IPEACTaBHUKOM B YKpaiHi (AKIIO YYaCHUK HE € BUPOOHUKOM
TOBApy), AKUH MIATBEPIKYE MOMKIMBICTh MOCTAaBKH TOBApy, IO € MPEIMETOM 3aKYHiBIi, Y HEOOXinHii
KIUIBKOCTI, SIKOCT1 Ta y TEPMiHH, BU3HAUEH] JOKYMEHTAIIIEIO.

8. 3amporoHOBaHMA TOBap MOBWHEH OyTH sSKiCHUM. [ MiATBEp/HKCHHS MMOCTAYaIbHUK HAJa€E
ceprudikar BIANOBITHOCTI, SKMA BUIAHUN BIAMOBIIHUM OpPraHOM 3 cepTUdikallii, akpeIuTOBaHUM
HAI[IOHAIBHUM OpraHoM YKpaiHW 3 aKkpeauTamii, i IKWi MiITBEpKye BCTAHOBJIICHI BUMOTH 10 TOBapiB,
poOiT 1 mociayr Ta (uu) OO0’€KTIB, uepe3 sKi peadi3yloThCs TMOCIYrH, SKIIO I mnepeadayeHo
3aKOHOJIABCTBOM YKpaiHu. B pasi, skmo me He mependadyeHo 3aKOHOIABCTBOM YKpaiHM, HEOOX1THO
HaJaTH BiAMOBITHUMI TUCT-PO3’ ICHEHHSI.

9. HasBHICTh TapaHTIMHOTO JIMCTA WIOAO MIATBEPIKCHHS MOKJIMBOCTI TPAHCIIOPTYBaHHS Ta
HAsBHOCTI HEOOXigHUX IUIoml Ay 30epiraHHs MPOAYyKIii A0 mepemaui ii 3aMOBHHUKY B yMOBax
«XOJIOJIOBOTO JIAHITIOTA.

10. YyacHUK MOBUHEH HAJaTH 3alOBHEHY (pOopMy TeHIEPHOI MPOMO3UIIii 3a MiAMUCOM KEepiBHUKA
abo yNMOBHOBAXXEHOT'O IpEACTaBHUKA MIANPUEMCTBA, OpraHizailii, yCTAHOBU Ta 3aBIpEeHY IedaTkoro (y
pasi HassBHOCT1).

dopma TeH1epPHOI MPOMO3KuIii

(Ha3Ba mpoLEAypH 3aKyIiBIIi)

Ne ioty/ | HaiimenyBaHHs npeaMera TopriBenbHa Ha3Ba Bupobnuk, kpaina OnuHUIIS KinbkicTs,
3/m 3aKyIIiBJIi/TOBapy TOBapy BUMIpY ox.
(mocana ocodw, mio mignmucye Gopmy) (ILLB.)
(migmmuc) M. IL*

* Bumora mo/10 MeYaTKH He CTOCYEThCS YYAaCHUKIB, SIKI 3AIMCHIOIOTH JiSUIBHICTH 0€3 TMeYaTKH 3TiIHO 3 YUHHUM
3aKOHOJJaBCTBOM.

** V pa3i HasgBHOCTI B TEXHIUHI YaCTWHI NOCHJIAaHHS Ha KOHKPETHY TOPTiBENbHY MapKy 4d ¢ipMmy, HKepeo
MTOXOKEHHS a00 BUPOOHMKA — YUTATH 3 BUPA30M «ab0 eKBiBaICHTY.

Kuis 2023



