ITpunoxenue Nel
TexHH4YecKHe XapaKTepUCTHKH (ONUcaHue)
TECT-CHCTEM JIJIsl BbISIBJIEHHS aHTUTe] K Bo30yauTe 10 0oJiesHu JlaliMa 1 aHTHIeHOB
B030yauTens 6oe3nu Jlaiima MeTooM Henpsimoii nMMyHoduroopecnesnun (PHUD)
1.CoTaB (KoMILIEKTAMS ) MEIHIMHCKAX H3IETHM:

Howmep u Cocmas (komnnexmayus) 060py008aHuUs. Kon-
HAQUMEHOBAHUE 80
JIOTa
JIOT 1 1.1 Tecr-cuctema [OOMKHA BBIABISATE  CyMMapHBIE
Habop pearenToB | anTuTena x Bo30yautenio 6onesnu Jlaiima B CEIBOPOTKE
IUIS BBISIBIICHUS | KPOBU METONIOM HENpSMOM HMMYHO(DIIOOpECHeHIIUN
CyMMapHBIX (PHU®D);
aHTHUTEN K 1.2. B cocTaB TecT-CUCTEMBI AOJDKHBI BXOIUTh: cTekina | 20
BO30YAUTEITIO IIpeIMETHble &-IyHOYHBIE C KMMOOWIM3UPOBAaHHBEIM | Ha0O
Oonesnu Jlaiima B | aHTUT€HOM, TIONOXUTENBHEIH KOHTPONb, KOHBIOTAT, | POB
CBIBOPOTKE KPOBH | IUTpaTHO-(ochaTHbIN OydepHBIi pacTBOD;
MeTonoM Henpsmor | 1.3 Tecr-cucrema pomxHa OBITE paccuWTaHa Ha
UMMyHOQIIIOOpecLie | IpoBeneHHe He  Menee 240  CKpPUHMHTOBBIX
aiun (PHU®D) HCCIICIOBAHMIA;
JIOT 2 1.1 Tecr-cucrema [ODKHA BBISBISATH AHTHUIEHBI
Habop pearentor | Bo3Oynutens Gonesunu JlaliMa B HMKCOHOBEIX Kielax
JUIs BEIIBIIEHHST | METOJIOM HENPSMOH MMMYHO(]IIIOOpECUECHLIHH
aHTUrEHA (PHD);
BO30yuTeNs 1.2. B cocrap TecT-CHCTEMBI HOJDKHBI BXOJIUTh: CTEKIa 10
Oone3nu Jlalima B | mpenMeTHele  8-MH  IYHOYHBIE,  IIOJOXKHTEIbHAS .
HKCOIOBBIX KIIEI[axX | CBIBOPOTKA KPOBH HellOBeKa, COojepiKalas aHTUTeNna K
METOJOM HenpsMoi#l | Bo3Oynutemto Oonesnu Jlaiima, anTHred BO30YIuTENs poB
“MMyHO(pmoopecue | 6onesnu Jlaiima.
iy (PHUO®) 1.3 Tecr-cucrema noKHa OBITH paccuMTaHa Ha
mposenende  He  MmeHee 150  CKPHMHHMHTOBBIX
HCClIeIOBaHMH;
2. TexHugeckre TpeOOBaHMS
2.1 Hab6opsr IpegHa3sHayeHsl Iy HCCIIeNOBaHMA METOOOM  HEINpsIMOHU

HMMMYHO(MIIOOPECHEHIMHU C HCII0Ib30BaHUEM JIFOMUHECIIEHTHOIO MUKPOCKOIIA.

3. TpeboBanusi, npenrpsBIsieMble K KaueCTBY TOBApA, rapaHTHMHOMY CPOKY (TOIHOCTH,
CTEpUIBHOCTH)

3.1 Cpox roJHOCTH Ha JaTy IOCTaBKH TOBapa JOJUKEH COCTaBIATHL He MeHee 11 mecsues.
Ecnu usroroeuteneM (IpOH3BOAUTENEM) YCTAHOBIEH CPOK TOJHOCTH 12 MeECSUEB MK
MeHee 12 Mecsles, FOOHOCTh JOJDKHA COCTABIATH He MeHee 60% OT Cpoka rOoJHOCTH,
YCTaHOBIIEHHOI'O U3rOTOBUTENEM (IIPOU3BOIUTENEM ).

4. Tpebosanus 0 HATUYNH TEXHUYECKOM TOKYMEHTALMY U MHON MH(OOPMALAK

4.1 IoKyMeHTBI 71 IOATBEPKACHUS TEXHUYECKIX XaPAaKTEPUCTHK Ha PYCCKOM SI3BIKE;

4.2 VIHCTpyKLHs IO 3KCIUTyaTanyd (PyKOBOACTBO MO NMPHMEHEHHI0) Ha0OpOB Ha PYCCKOM
SI3BIKE IIPU MOCTABKE.

4.3 Konus MM BBIIHCKA U3 peecTpa JeHCTBYIOIIEr0 PErdCTPAlMOHHOIO YIOCTOBEPEHNS
MunncTepceTBa 30paBooxpaneHus Pecnyonvku benapycs



I Tpunoxenue Nol

TexHHYEeCKHE XapaKTePHCTHKH (ONHCAHHE)
AMArHOCTHKYMBbI H Ha0OPpbI A1 NpoBeaeHns Hecjaeqopanuii meroqom PHITA

1.CoctaB (koMmIIeKTanws) 000pyIOBAHKS:

Homep u naumenosanue | Cocmag (komniekmayus) 060pyoosarus Kon-
JIOTa 60
JIOT%=3 1.1. B cocraB Habopa mOMKHEI BXOIMTH: ILIAHINET,
HaOOp MIs BBISBIEHHS | IHATHOCTHKYM  ODMTPOUMTAPHEIA  CalTbMOHEIIE3HBIH  Vi-
aHTHUTEN K VI-aHTHTEHY | aHTHI€HHBIH, CHIBOPOTKA AMATHOCTHYECKAS CAIBMOHEIUIE3HAs, 1
BO30yAuTENs OPIOUIHOTO | TOTORBIA  pa30aBHTeNs HCCIENOBAHHEIX NpPOO, TOTOBEIH -
taga (S.typhi) metomom | docdarueii 6ydepHsiit pacTBOp.
PHT'A 1.2 Habop nomxeH OBITH paCCUMTAH HA MPOBEIACHHE HE MEHEE P
42 mccnenoBaHuid, BKIKOYAS KOHTPOIIH.
JOT2=4 1.1. B cocrap wHa0opa [OOKHBI BXOJUTH: IUIAHILET,
JIHAATHOCTHUKYM IHarHOCTHKYM 3pUTPOLMTApHEIN chinHOTH(O3HEH mis PHI'A
SPUTPOLUTAPHBIH KUOKHK, OPUTPOLMTHl YeloBeKa GOpMaIMHH3NPOBAHHEE 1
CBINHOTH(HO3HBIH JKHIKHE, CBIBOPOTKA  IOHArHOCTHYECKAs K  PHKKETCHSIM
= 5 . | Habo
x)uoxuit nng PHIA ITpoBauexa mms PHI'A cyxas, rotoseii (hocdarHO-coneBoi
OydepHsIil pacTBOp. P
1.2 Habop nomxeH OBITh paCCUHTAH HA NPOBEJEHHE HE MEHEE
50 wmccrenoBaHmit, BKIIOYAS KOHTPOIH

2. Texnuyeckue TpeGoBaHus

2.1 Habopsl mpeaHa3sHadeHs! s POBEACHNA Uccaenoanuii Metonom PHTA.

3. Tpebopanus, mpenssBisieMble K Ka4ecTBY TOBapa, MApaHTHHHOMY CPOKY (TOIHOCTH,
CTEPUIBHOCTH)

3.1 Cpox romHOCTH Ha aTy MOCTaBKM TOBapa JOKEH COCTaBIIATh He Menee 11 Mecsues.
Eciu usrorosuTeneM (IPOHU3BOAMTENEM) yCTAHOBIEH CPOK TOJHOCTH 12 MeECSIEeB HITH
MeHee 12 mecsues, FOAHOCTH JOMDKHA COCTaBIATH He meHee 60% OT cpoka TOZHOCTH,
YCTaHOBJICHHOTO U3TOTOBHTENIEM (IIPOU3BOJUTENIEM).

4. TpeboBanus 0 HATUYUU TEXHUYECKOM JOKYMEHTALMA H HHOH HHBOPMAIHH

4.1 ToxyMeHTSI 11 HOATBEPIKICHUS TEXHHIECKUX XaPaKTEPUCTHK Ha PYCCKOM S3BIKE;

4.2 WiHCTpYKUHMS 1O 3KCILTyaTallu: (PyKOBOJCTBO IO IIPAUMEHEHHIO) HabOpOB Ha PYCCKOM
A3BIKE IIPY OCTaBKe.

4.3 Komus uim BBIIMCKA U3 PEECTpa AEHCTBYIOMIETO PErMCTPALMOHHOIO YIOCTOBEPEHHUS

MunucrepcTra 3npaBooxpatenus Pecry6muku Benapycs
N
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[Ipunoxenue 1

TexHHYeCKHe XapaKTEePHCTHKH (ONHCAHHE) MeTHIIHHCKOH TeXHHKH M M31eHH
MeJUIMHCKOro Ha3Ha4YeHHs
PeareHThl, p€aKTHBEI U 1a00PAaTOPHbIE NPUHAIIEKHOCTH

1. Cocmas (xomnnexmayus) IMH:

Ne ocmae (Komnaekmayua
Homep u naumenosanue J10Ta Lasmny 4uz) Konuuecmso
JOoT obopyodosanua
Moyesuna YJIA 1 xr
1 xr
Caxapoza YA
1 xr
I'mroxoza YA
M q 1 xr
XUMHYECKHE PeareHThl, PEaAKTHUREL, anpTo3a YA
2 KPaCHUTENH, THArHOCTHYECKHE HaOOPEI 1 L&
Ipyroe Kpeson-pot
1 xr
QeHONI-POT
1 xkr
Wunukarop anapanie
1 xr

['munepusn
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2. TexHngeckue TpeOOBaHHUS:
3. TpeGoBanus, NnpenbsaBIseMble K KayeCTBY TOBapa, MapaHTHHHOMY CPOKY (TOZHOCTH,
CTepWIBHOCTH): COTJIACHO MJOKYMEHTaM II0 IMpollefype TOCyJapCTBEHHOM 3aKyIIKH
OpraHu3aTopa.
4. TpeOoBaHMs O HAIMYKUU TEXHUYECKOW MOKYMEHTAMH U HHON UHQOPMALMH:
4.1. Hanuure perucTpallMoOHHOro yaocToBepenus MuHcTepeTBa 3ApaBooxpaderus Phb;
4.2 . JIOKyMEeHTEl, TIOATBEPIKAAIOIINE TEXHUYECKWe | GOYHKUMOHAIBHBIE IapaMeTpPhl
3aKyIaeMBbIX U3/ Ha OelopyccKOM MO0 PyCCKOM S3bIKE.
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[Tpunoxenue 1
TexauyecKue XapaKTePHCTHKH (ONHCAHHE) MeTHIHHCKOH TeXHHKH 1 H3Jemii

MEQHIHUHCKOr0 HAa3HAYeHHS
PeareuTsl, peakTHBEL U 1a00paTOpHEIe IPHUHAUIEKHOCTH

1. Cocmas (komnnexmayus) FIMH:

Ao Cocmas
T O_T Homep u naumenosanue JI OTa (Komnnekmayus) Konuuecmeo
00opydosanus




1.AMMyHOOIOTEI As
OlIpeNeNeHus
cnenudmgeckoro IgE B
CEIBOPOTKE KpoBH K 20
ayuteprenoB (Ilanens
RIDA gLine4 UA1)nmu
agaJor

3 mab.

6 PearenTr: AU THATHOCTHKH JIJIEPTHH C

momomeio cucTeMbl RIDA gLine Allergy 2 Vi polnRirs:

OIIpEEIICHHS
cnenuomueckoro IgE B 3 pab.
CBIBOPOTKE KpOBH K 20
amepreHoB ([Tanens
RIDA gLine4 UA2) wmm
aHAJIOr

2.Texuuyeckue TpeGOBaHS:

3. TpeboBauus, NpexbsABIseMble K KayeCTBY TOBapa, MAPaHTHIHOMY CpPOKy (FOLHOCTH,
CTEPHUIBHOCTH): COIJIACHO NOKYMEHTaM IO IPOLEAype TOCYAapCcTBEHHON —3aKyIKH
OpraHH3aTopa.

4. TpeboBaHus O HATMYHMH TEXHUYECKOH TOKYMEHTAMA | HHOH MH(MOPMALIHH:

4.1. Hanmyue perucTpaIMoHHOro yaoctoBeperns MunucTepcTBa 3apaBooxpaHeHus Pb;
4.2.JIOKyMeHTEI, TNOATBEPXKIAIOIIHE TEXHAIECKHE K (DYHKIHOHAIBHEIE apamMeTpsl

3aKyNlaeMbIX U3JeNni Ha OeI0pyCcCKOM THOO PYCCKOM S3BIKE. e
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