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IIIauonHufi Iropro Muxafi.nonu.ry!

MiuicrepcrBo oxopoHll 3AopoB's Yr<painu po3rnf,Hyro Baur Aenyrarcrrufi 3arrr4r
sia 04 xoBrHn 2017 p. J\b L-93101, tqo Ha4ifiuron nia Biqe-npeu'ep-vrinicrpa YxpaiHrz
llaua PoseHxa JILIcToM sia 31.10.2017 Ns 42627llll-17, crocoBHo HaAaHHn inQopuaqii
rpo HaAxoAxeHHf, rlperapary <<nro4crrufi rporurparqerufi ivryHomo6yniu
enpoueficbKoro nzpo6nraqrBa)), ni4cyrnomi n 3aKnaAax oxopoHr,r s.qopon'x BaKTIHH AJrf,
sauo6iraHH, 3axBopIoBaHH, Ha [paBerlb ra HerrpurrycrlrMocri sacrocyBaHH.rr B 3aKJraAax
oxopoHu s4opon'r He3apeecrpoBaHoro Ha repuropii YrcpaiHra JrloAcbKoro
rlporl{rpaBlleBoro iuyuorno6yniny, orpr{MaHoro MinicrepcrBoM oxopoHr,r s4opon'r
Yxpainz, ra rosiAoMJr.fle HacryrrHe.

BaHtax, ulo rvricruB 3a3Haqeyuir y Baurorray sauuri MeAlrrrHt4fi irrayHo6ioloriqHufi
rperapar rlporLlrpanqesufi iuynomo6ynin, HaKzt^:oM Miuicrepcrea coqialrsoi
uoriruxu sia 29.09.2017 }lb 1564 BIa3HaHo ryrvraHirapHr4M. Ilpornnpanqesufi
irr,rynomo6yliH y rinrrocri 150 aMryJr HaAaHo Miciero Kouirery gepnonoro Xpecra
(MK[IX), nepe.{aHo ro aKry upufiorrry-repeAarri na ,{epxannufi 3aKJraA

<<Pecny6niraHcrra xniniqua nirapHx Miuicrepcrna oxopoHr4 sgopon'x YrpaiHz> i
3HaxoAI4Bc, Ha ni4noni4albHoMy a6epiraHui na cneqiarisonaHoMy cKJraai .{epxaBHoro
ni4upzeucrna <<YxpBaKrIr,rHa) MiuicrepcrBa oxopoHlr 3Aopos'r Yxpainu>.

Burrr 3 aHrJroMosHoi incrpyxqii ruoao cKna.{y:

QUALITATIVE AND QUANTITATIVE COMPOSITION
I ml contains:
Active ingredients
Human protein 100 - 170 mg
thereof immunoglobulin at least 95 %
with antibodies to tetanus toxin at least 250 IU

Ilporrnnpanqesufi ivrynouo6yniH, rrlo BBe3eruwirrra repuropiro YxpaiHu n nepio4:
29 BepecH.,I Ao 15 xoBrHf,, nzpo6nenzfi nia roprirersuoro Hzr3Boro Tetagam-P

Qapvraqenrl4r{Holo rouuaniero CSL Behring B Hirr,reqqnHi. flanufi irrayHorno6ynin
BrlKoplilcroByerbcs AItfl npo$inaxrvKpt ra rixynanux npaBrlro B ycix xpaiHax
enpoueficbKoro Coro:y. froro rpaHclopryBaHHf, Br,rMarae xonoAoBoro naHrlrory ra
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:6epirannr B yMoBax +2 +8 C. MiNnapoqnuir Kouirer rlepnonoro Xpecra e

rvrixnapo4Horo ryvraHirapHoro opranisarliero s 6araropiuHoro rpaKrr4Koro AorroMorr4
rpaiHau, rxi Irboro uorpe6ytorr, 3oKpeMa Yxpaini. Opraniaaqix rvrae ni4uoaignufi
rpaHcnopr i niqeHsii.

Tetagam-P, nupo6reHufi SaprraaqenrlrqHoro rouuaniero CSL Behring, Mae
rracrr{Hr{ n'sroi crarri 17 3axouyrraixnapogHi cepruQiraru srocri i nianosiAHo Ao

Yrpainu <flpo rixapcrxi saco6u) Moxe 6yru nreseHnfi i nuropucrarruirglx lirynalHfl,
pi4ricuux 3axBoprcBaHb ra in4rani4yanbHoro Br{Kopr4craHHf,, ocxilrxu [paBerlb
:ycrpiuaerrcr pi4rue, nix 1 sa 2 000 uaceneHHr, ro niAnaAae uiA xareropiro op$annzx
3axBoploBaHb.

Taxox cliA sa3Harwrrv\ ulo sci xnopi Ha npaBeqr, xri uorpe6yrorr lirynauur
3a3HarreHI{M rperaparoM, inQoprraorani uloAo crarycy rperapary i orpuvryrorr ftoro
Jrr,rue uicrs 3anoBHeHHfl Hr{MLr .ru ix oQiqifiuuMr{ [peAcraBHHKaMz siAnoni4noi 3aflBkr,

n rxifi BoHH rloroAxylorbc, Ha 3acrocyBaHHf, He3apeecrpoBaHoro nirapcrxoro saco6y.
Tox BBe3eHHf, ra BLIKopIacraHHfl, nperapary Tetagam-P 3a rpr{3HatreHHrM B

Yxpaiui qinrorr,r 3aKoHHe.

OAnoqacHo iHQoprvryeMo, ocrimxu rirapcrrufi, saci6 Tetagam-P e npenaparoM,
xxuir, nupo6rxemcr nignoni4uo Ao Br4Mor uarexHoi nupo6Hrauoi [paKTr..rKr{, rlo
saceiA.reHo siAnosiAHraN,r AoKyMeHroM GMP, Ta sxuit npofiruon rpoqeAypy
nperna"niQixaqii BOO3, y pa3i 3BepHeHH{ nrapo6Hura Tetagam-P a6o fioro
npeAcraBHI4Ka rrloAo peecrparlii sa3HaqeHoro rperapary n Yxpaiui y ni4uosiAHocri Ao
3axouy YrpaiHIa <IIpo .rrixapcrxi saco6v) ra flopr4ry AepxaBHoi peecrpauii
(uepepeecrpauii) rixapcrrux raco6ir, 3arBepAxeHoro rrocraHoBoro Ka6inery
Miuicrpin Yxpaiuu sit 26 TpaBH.,r 2005 J\b 376, AepxaBHa peecrparlix nixapcbKoro
saco6y 6yrc sqificHeua MO3 Yr<paiHu na niAcrani sasnu ra pe3yJrbrarir eKcreprr.r3r4
peecrpauifiHlax rraarepianin Ha rarufi :aci6, uponegeuoi ,{epxaanuu eKcrreprHraM

rleHrpoM MO3 (larri - I-{enrp) y Bu3HarreHoMy MO3 nop{AKy.
Pasord 3 TLIM, criA sa3HaqLtrr4r IrIo BaKrIr{Hrr BtlKopr{croByrorbcfl Arrfl upoQinarruKu

3axBoploBaHb MeroAoM iuynisaqii ra Arrfl cuequ$iuHoi eKcrpeHoi npo$iraKrr{Ku
rIpaBIIIo i ne e iuyuoruo6yriuarrau qu cprpoBarxaMu. Toai {K irraynomo6yniHz
BI,IKopI,IcroByIorbc, AJL eKcrpenoi upo$inaru4Kra B pasi rpanu i rarcoN 4na nixynaHHfl

CuequQiuna

rlpaBrlro. Ilpenapar € ivryHororiuHo aKrr{BHoro 6irxosorc Spaxqierc, eugileuoro 3

cr,rpoBaTKH a6o rrJra3Mra rcponi ruo4efi, iuyHisonauux [paBrleBr.rM aHaroKcr{HoM.
arrunnicru rpelapary xapaKTepr,r3yerbcf, rporurrpaBr.IeBlrMr{

aHTI4ToKcI,IIIHLIMLI asturirauu, r^rci rrpla BBeAeHHi uaqienry crBoprorcTb crrequ$iuurafi
iuyHirer, nefirpari3yrcTb upanqennfi ToKcr{H i raruna qr,rHoM rrpof,BJrrrorb
reparleBrurrHy dro. BaxIII{HaMu (Haupr.rxna.q, AAII, AA[-M) ueuroxruso sr4rixyBarLt
npaBerlb, roAi sr irvryuorno6yniu rporLr[panqennfi neo6xiAuuir 4trt lixynauux.

IIIoao ni4cyruocri y 3aKJIaAax oxopoHr.r a4opon'r BaKrIllH, srci lpoMaAf,HH
Br4MyrxeHi rynrxru cavrocrifino, inSopMyeMo rrpo HacryrHe.

3riaHo is 3aroHovr Yxpaiun <IIpo 3axrrcr HaceJreHHs niA iu$erqifiuux xnopo6>
BaKIII,IHLI, qri BrlKopucroBylorbc, Anf, rrpoBeAeHHfl o6os'sgroBllx qe[JreHb,
3aKyroBylorbcf, qenrpani3oBaHo 3a Ko[rrr4 flepxannoro 6ro4Nery ra
BllKopl4croBylorbcfl 6esromroBHo An, rrpoBeAeHH, rqenneHb Airsrr,r He3zlJrexHo sia
niry, eiAuosiAHo Ao Karen4apa npoQinaKTr4rrHux rqerrJreHb, 3arBepAxeHoro HaK€BoM



3
MO3 Yrcpainu sia 11.08.2014 J\b 551, 3apeecrpoBaHoro B Miuicrepcrni rccruqii
13.10.2014 sa J\bJ\b 1237126014 - 1239126016.

Ha croroAni n Yrpaini HassHi iuyuo6ionoriqsi rpenaparu Arrfl upoSinarcrraKr4
npaBrltr sK y airefi (AKA[I) BaKrruHa, Aflfl-anarorcuu), rar i AopocJrr4x (AA[-M -
aHaroKcraH), n 4ocrarrrifi rcimrocri y ncix perionax Yrpainu.
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