[Mpunoxenue 1

Onmncanne NoTpe0HTENHLCKHS, GYHKIHOHANLHLIX, TEXHHIECKHX,

KAYeCTBEHHLIX ¥ 3KCIIYAaTANHOHHLIX oKa3aTeeH (XapaKkTepuCcTHK)

Jlor 1
1. Cocras (komMnyIeKTanyus) MeANNHHCKHX H3EIHH:
No Envnmia '
HamnmMmenosanue HEHI Konugectso
/o W3MEPESHU
Pearente: MDA s quardoCcTuKH
onpeneneHus KOHIEHTPaluy obmero
PEX R - I{magmer g5a 96
1.1. | npocraT-ciemndUIecKOTo aHTHTeHa .. | 189
HWCCIEROBAHTA
(TICA 0061m1.) B CBIBOPOTKE KPOBU
Htoro: . TTmammer ga 96
nccinenosannit | 189

2. IlokazaTenu (XapaKTepUCTHKH):

Ne
/o Texaugeckue XapaKTePUCTHKH
B naop wmoxer Bxomuts oT 1 mo 5 wmuxpomranmeros HOA.
MuxpomianmieT JOKeH OBITh paztopHsM 96-TyHOUHBIM (12 CTPUIIOB 110
1.1 | Bocemsn TyHOK), IS IIPOBEIEHHUSA IpOOHBIX TIOCTaHOBOK
WMMYHO(QEPMEHTHEIM METOIOM.
1 KonurgecTBo onpeaenenuit (MCCieIoBaHyi) JOMMKHO COOTBETCTBOBATE
1.2 | KONMHYECTRY TYHOK IUIAHIIETOB.
UyscreurensrHocts s [ICA  ofm.: MuHEAMansHEas HTOCTOBEPHO
|3 |ompeReniemas HabopoMm xorHmentpanus IICA ofm. B CEIBOPOTKE KPOBH
| geyoBeKa He JOIDKHA IpeBrImaTh 0,2 Hr/MIL
Ha6op51 JOTIKHEL conepxcan; BCE TOTOBEIE K KCIIONB30BAHUIO PEareHTEH
1.4 | (ue Tpedyromue OMOIBUTETHHOMN IIOATOTOBKHY).
PeareHTEl U pacxofiHble MaTepuansl B Habope NODKEEI OBITH B IOTHOM,
15 |HOCTAaTOYHOM K AENTUMOM KONHYECTBE, HEeOOXOMMOM NS TIPOBENEHUA
’ IPOOHEIX MOCTaHORBOK.
B cocras mabopa HOKHEI BXOOUTH KaTHOPOBOYHBEIE NPOOBl M
1.6 |KOHTPOTBHAS CBIBODOTKA C YKa3aHHEM Ha ITHKETKaX (IaKoHOB HX

TOYHOTO 3Ha4geHusI KoHueHTpanui I1CAobm.




17 Hamprane pesxuma vaKyOammy, TpeOyIOmero BCTPIXABAHIA.

3. Tpeboranus, npexbABIsieMbie K KAYeCTBY TOBapa, rapaHTHAHOMY CPOKY
(rogHOCTH, CTEPAXBLHOCTH) '
3.1. CornacHo ayKIIMOHEHBIM JOKYMEHTAM OPraHW3aTOpA.



ITpunoxenue 2

Onncanne noTpedbuTeNbCKUX, PYHKIHOHANBHBIX, TEXHHICCKHX,

Ka4eCTBEHHBIX ¥ 3KCIIyaTalHOHHLIX NoKa3aTeNel (XapakTepHCTHK)

Jiot 2 pns CMull
1. CocraB (KOMIUIEKTANES ) MEXHITHHCKAX W3NEIHii:
Ne E nunwra
' Hawumenosanue ANECE KomuaecTro
/o M3MEpenys
Pearentsr MDA st qHATHOCTHKA
OIIpENIENEHMS KOHIIEHTPAIHH ODIIEro ’
P HEXPORL o IInasmer Ha 96
1.1. | mpocTaT-cnenu®UUECKOro aHTHIEHA . |21
UCCIIeIOBaHUH
(IICA 00m.) B CEIBOPOTKE KpOBK
Uroro: | ILmagmeT Ha 96
uccinenosanuii | 21

2. IMoxaszaTenan (XapaKTepUCTHKEA):

Ne
/o Texaugeckye XapaKTepUCTHKH
B mabop wmoxer Bxomute oT 1 mo 5 wmkpomnanmeTroB VDA,
MuxponnasieT gomkeH ObITh pasbopaeM 96-ryHoYHEM (12 CTPHIOB IO
1.1 |BoceMp  IIyHOK), s TIpOBeIEeHWS  OpOOHBIX  IIOCTAaHOBOK
AMMyHOQEPMEHTHEIM METOIOM.
KonuaecTro onpenenenuii (uccie1oBagwmii) NODKHO COOTBETCTBOBATE
1.2 | KONWYECTRY TYHOK IJIAHIIIETOB.
UyscTBUTeNbHOCT: Aus  IICA  oOm: MuHMMATGHAas —JOCTOBEPHO
13 | OUperensemas HabopoMm kxomuenTpaimms [ICA o0 B CHIBOPOTKE KpOBH
) YeJIOBEeKa He HODKHa npeBhImats 0,2 \r/mi.
Habops!l JOMWKHEL comep)XaTh BCE TOTOBEIE K HCIOIB30BAHHIO PearenTs!
1.4 | (ge Tpebyronue TOTOMHUTEIBHON TOATOTOBKH).
PeareHTHl U pacXogHBIC MaTepPHATLl B Ha0Ope MOJKHLI OLITH B MOIHOM,
15 |HOCTAaTOYHOM ¥ MNETHMOM KONHYECTBE, HEOOXOOUMOM UL NTPOBERCHIUS
’ IPOOHBIX NOCTAHOBOK.
B coctas Habopa MNO/DKHBI BXOOWTE KaTMOpDOBOYHEIE IHpPOGEl M
1 |KOETPONbHAS CHIBODOTKZ C YKasaHMeM Ha ISTHKETKax (OIaKOHOB UX

TOYHOIO 3Ha4eHus KoruenTpammi [TICAobuI.




17 Hanprawe pexuimMa WHKYOAmuY, TPEOYIOMEro BCTPSIXUBAHYIS.

3. TpeGopanus, NpeNbsBIsieMbIe K KA4eCTBY TOBapa, FapaHTHHHOMY CpPOKY
(rogHOCTH, CTEPHJILHOCTH)
3.1. CornacHO ayKIIHOHHBIM JOKYMEHTaM OpPTraHU3aTopa.



Ipunoxenwe 3

Onrncanne DOTpeOHTEILCKHX, PYHKIHOHANLHLIX, TEXHUYECKHX,

Ka49eCTBCHHBIX H 3RCIIYAaTalHOHHBIX noxasaresiei (xapamepm:'rmc)

Jior 3
1. CocraB (koMIIeKTANNST) MEAHIAHCKAX K3ASTHI:
Ne Hawnmvenosarue S KonugecTro
/ M3MEPEHMS
Pearenter IDA miig gHarHOCTHKA
1.1, | OUPCACIEHNS KOHICHTPAIY IInanmeT Ha 96 189
" | TmpeoTponsoro ropmona (TTT) B HccaenoBaHUH
CBIBOPOTKE KPOBH
Pearenter MDA mns muarnoctiks
12 OIIpereNeHHs KOHIEHTpauy cBoboanoi | Ilnanmer ua 96 184
" | dpaxun Tupoxcuna (T4 cBOGOIHEIH) B WCCIEeN0BaBUuH
| CEIBOPOTKE KPOBH
Hroro: ITnanmiet Ha 96 373
HCCIIeOBaHUH

2. lNokazaTeau (XapaKTEPHCTHEH):

Jrj/-(—)n TexHugeckue XapakTepHCTHKA
B mabop Moxer BXomuTh OT 1 1o 5 wmukpomnammeroB HWOA.
1.1 Muxpornasmer 1omwKeH O6ITh pa3GopasM 96-TyHouHsM (12 CTpUIIOB 1O
BOCEMB  IYHOK), LSt IIPDOBENCHMUSI  APOOHBIX  ITIOCTAHOBOK
HMMYHO(DEPMEHTHEIM METOIOM.
12 Komgectso onpenenennii (MccienoBanuit) JODKHO COOTBETCTBOBATE
KOJIIMYECTBY JYHOK IUTAHIIETOB.
UyBCTBUTENBHOCT 1A T4 CB.: MUHMMAaNbHas JOCTOBEPHO OIpeiesiieMas
1.3 | sabopoM xoHUeHTparws T4 CB. B CHIBOPOTKE KPOBH HEIOBEKa HE JOJIKHA
npeBbImaTs 1,0 mMos/II. :
YyecrBurensHOCT: Mg 111 MuHMMansHad TOCTOBEPHO ONperemseMas
1.4 | sabopom xonuenTtparus TTI B CEIBOPOTKE KPOBH YEIOBEKA HE MOJDKHA
npesemuath 0,05 MME/11.
15 HaOopsl NOMKHEI COmepXAaTh BCE IOTOBLIE K HCIIONB30BAHUIO PEareHThl
) (2e Tpedyrolme NONONHHTEILHON TOATOTOBKH).
PearenTsl u pacxonHsle MaTepwaisl B HAGOpe MOKHEI OBITE B IOJTHOM,
1.6 | mocTaTouHOM W JETMMOM KONIWYECTBE, HEOOXOOUMOM IS IPOBELNEHHUS
IPOOHEBIX HOCTAHOBOK.
1.7 Hanmmaue pexuima mrHKyOaImy, TpeGYOMEro BCTpsSXUBaHFS.
1.8 B cocras Habopa [OMKHEI BXOIMTH KanuOpoBOYHBIE IIPOOEl H
KOHTPONbHAS CEIBOPOTKA C YKa3aHHEM HA& OTHKETKax (GJIaKkOHOB HX




TOTHOI'0 3HA9CHUA KOHICHTP AL,

3. Tpebosanus, npensIBIsieMbie K Ka4eCTBY TOBapa, FAapaHTHWHOMY CPOKY
(ronBOCTH, CTEPHIBLHOCTH)
3.1. CornacHo ayKIMOHEBIM TOKYMEHTAM OpraHu3aTopa.



Ipunoxenve 4

Onucanue noTpe0HTENBCKAX, QYHKIHOHANLHBIX, TEXHHIECKHX,
KAa9eCTBeHHBIX K 3KCIJIYaTANHOHHBIX MOKa3aTelied (XapaKTepHCTHAK)

Jort 4 nana CMull
1. Cocras (KOMIIeKTaNKsA) MENHIIEHCKHX H3eJIHil:
A HavveroBanne Exprmia Komugectso
/o HA3MEpEeHNs
Pearents: MDA mis nHardocTHKA
1‘ 1 ompeNeleHNT KOHIEHTpalluK [Tnanmer za 96 21
" | Tupeorpomsoro ropmosna (TTI) B HCCIIEIOBAHITH
CBIBOPOTKE KPOBY
Pearentsr UPA niis muarsocTHKH _
1o, | OUIPENENeHNUs KORNEHTPAIMH cBOOOMHOK | [Tnammer Ha 96 21
| bpaxuuu THpokcrHa (T4 CBOBONHEI) B | HCCIENOBAHME
CBIBOPOTKE KPOBH
Hroro: IInammer Ha 96
HCCIIeqOBaruy | 42

2. Iloka3aTenu (XapaKkTepucTHKH):

Ne
/i TexHuuecKkne XapakTepHCTUKH

B mabop MoxeT BxomuTe OoT 1 mo 5 wmukpomnammeros KOA.
11 Mukponnasmer owkeH O6ITh pasdopusM 96-myrogrsM (12 CTPHUIIOB O
’ BOCEMb  JIYHOK), I IpoBemeHMs  OPOOHBEIX = IIOCTAHOBOK
HMMYHODEPMEHTHBIM METOIOM.

12 KommgecTro onpenenenuii (HccienoBanuii) JOIDKHO COOTBETCTBOBATE
KOJMYECTBY JIYHOK ILIGHIIETOB.

YyBCTBUTEIBHOCTE I T4 CB.: MUHWMATEHAS HOCTOBEPHO OMpe/enseMas
1.3 | mabopom koHUeHTpanws Ty CB. B CEIBOPOTKE KPOBHW YENOBEKA HE HOIDKHA
npeBbImars 1,0 mMoms/m.

HyscrBuTensHOCTs It TT11: MUHWMATsHAS JOCTOBEPHO OIpeielsieMas
1.4 | mabopom koxueHTpanust TTI B CHIBOPOTKE KPOBH 4YelOBEKA HE IOIKHA
pesprnark 0,05 MME/ .

15 Habops! HOMKHBI cOmeparh BCE TOTOBBIE K HCIIONB30BAHHIO PEAreHTEl
) (He Tpebyromue TOMONHUTEIHHOM IOATOTORKH).

PearenTs! ¥ pacxonnbie MaTepHaisl B HAGOpE NOJDKHEL OBITH B IIOIHOM,
1.6 | MOCTATOYHOM ¥ MENTMMOM KOJIHYECTBE, HEOOXONUMOM AJS IPOBEHCHHS
IpOOHBIX TOCTAHOBOK.

17 Hanwaue pexxuma uHKyOaImy, TpeOYIOMEro BCTPSXUBAHMIS.

18 B cocra Habopa nOIKHEI BXOZHTE KadtuOpOBOYHEBIE IIPOOEI H
’ KOHTPOJBHAsE CHIBOPOTKA C VYKa3aHHMeM Ha OJTHKeTKax GIaKoHOB HX




TOYHOI'O SHaAYCHHA KOHH&H’[’paHHi;I.

3. TpeGoBaHus, NpeIbLABAfeMble K Ka9eCTBY TOBapa, FapaHTHHHOMY CPOKY
(romHOCTH, CTEPANBLHOCTH)

3.1. CornacHo ayKIMOHHEIM TOKYMEHTaM OPragu3aTopa.



TIpunoxenwe 5

Onucanne noTpeSHTENHCKAX, PYHKIHOHANLHLIX, TEXHHYECKHX,

KAa9eCTBeHHBIX H JKCIIyaTANHOHHBIX NoKa3aTesel (XapaKTepHCTHK)

Jot 5
2. CocraB (KOMIIEKTANNS) MEeJHIAHCKAX H3eNHii:
e HamMenoBarue Buppns KomruecTso
/1t M3MEPEHUS
Pearentsl IOA nis IHarHOCTHKA
Xnamunodunesa BEISBICHUS
11 mryHomoGymc)B Kmacca M x [ranmreT Ha 96 9
" | Chlamydophila pneumonia B cEIBOpOTKE | HCCTenOBAHMIMA
KpOBH
Pearentel QA s nuarHOCTHKHR
Xnamunodunesa BEISBICHHS _
12 HMMyHOTIoOyTHHOB Kitacca G x IInasmeT Ha 96 9
" | Chlamydophila pneumonia B CEIBOPOTKe | HCCIEOBaHMH
KpOBH
Uroro: IInanmer Ha 96
: uccnenopasuin | 18

3. IloxazaTenn (XapaKTePHCTHKH):

4.
Ne
oo Texnuyeckue XapaKTEePUCTHKA
B wmabop moxer Bxomute or | mo 5 wMukpomraHmeros KMOA.
MuKponnaHIeT orKeH ObITh pasbopueM 96-ryHounbM (12 CTPHIIOB IO
1.1 | Bocems JYHOK), I [IPOBENEHUA IPOOHBIX IOCTaHOBOK
AMMYHOQEPMEHTHBIM METOIOM.
KonnyecTBo onpenenenuii (MccaeqOBaHuH) HODKHO COOTBETCTBOBATE
1.2 | xOnM4YeCTBY IYHOK ILIAHIIETOB.
PearenTs! ¥ pacxomHble MaTepHaibl B HaOOpe NOJDKHBI OBITH B MOJHOM,
{3 |AOCTATOTHOM U [EIHMOM KOIUYECTBE, HEOOXOJUMOM IS TIPOBEICHHUS
) IPOOHBIX TOCTAHOBOK.

3. Tpebosanus, npeabaBIsIeMbie K KAa9€CTBY TOBapa, rapaHTHHHOMY CPOKY
(roxHOoCTH, CTePHIILHOCTH)




3.1. CornacHo ayXIIMOHHEIM JOKYMEHTaM OPraHH3aTOpA.



Ilpunoxenue 6

Onucanne MOTPeSHTENLCKAX, PYHKIAOHAILHBIX, TEXHUYECKHX,

KayecTBeHHBIX ¥ SKCIUIyATANMONHBIX HOKA3aTeiel (XapaKTePUCTHK)

Jlot 6 pg CMull
2. CocraB (KOMILIEKTAIHS) MEXUITHACKAX M3NeJIHH:
Ne HamMvenoRarme Exspoig Konmgectso
n/u _ H3MEpeHHS
Pearenter UPA nng TMATHOCTHKH
XmaMunodunesa BEABICHIA
11 MMMyHOTTOOYTHHOB kinacca M x TInammer va 96 1
""" | Chlamydophila pneumonia B CHIBOPOTKE | HCCNEXOBAHMIA
KpPOBH
Pearentst UDA s THarHOCTHKH
XnamMunoduesa BEIIBICHUS
19 IMMyHOIIoOyIuHOB kiacca G K ITnarntet Ha 96 |
" | Chlamydophila pneumonia B CEIBOPOTKE | HCCIIEIOBAHMEIMA
KpPOBH '
Hroro: [Tmanmer Ha 96
HCCIEHOBaHuH | 2

3. IlokasaTean (XapaKTepHCTHKH):

4.
Ne
sl Texsugeckue XapakTepUCTHKH
B mabop mMoxer Bxomuts OT 1| mo S5 mumxpommammeros VDA,
MHuKpoIUIaHIeT JomKeH ObITE pazdopHeM 96-1yBoussM (12 CTPUTIOB 110
1.1 |BOCEMB  JIyHOK), Isic [IPOBENECHUA IpOOHEIX IIOCTaHOBOK
AMMYHODEPMEHTHBIM METOIOM.
KonruecTtBo onpenenenmii (MCCIEN0BaHTH) JOMKHO COOTBETCTBOBATE
1.2 | KONMMYIECTRY JIYHOK ILIAHIIIETOB.
PeareBTEl 1 pacxXOmHbIe MaTepyallsl B HaOOpe AOMKHEL OBITH B IONHOM,
{3 |HOCTaTOYHOM ¥ NETMMOM KOIHMIEeCTBE, HEOOXONUMOM I IIPOBENESHU
’ IPOOHBIX IIOCTAHOBOK.

3. TpeGoBauusi, mpeAbABIsIEMble K Ka4YeCTBY TOBApA, FAPAHTHHHOMY CpPOKY
(rogHOCTH, CTEPHIBLHOCTH)



3.1. CornacHo ayKIMOHHBIM JOKYMEHTaM OpraHM3aTopa.



TIpunoxenne 7

Onucanne noTpebuTeNsCKUX, PYHKIHOHANLHBIX, TEXHAYECKNX,
KAa9eCTBEHHBIX ¥ SKCHIYaTaNHOHHBIX NOKa3aTe el (XapaKkTepuCTHK)

Jot 7
1. CocrtaB (KOMIUIEKTalHsA) METHIHECKHX H3ACIHIH:
i Hammenosanue Expesia Konmgecrro
/1t H3MepEHH
Pearenter MOA g quardocTuxu
Mukorrazmosza IgM BEIsIBIEHMS
11 HMMYyHOTJIO0YIHHOB Kiacca M k * | IInarmer z5a 96 9
Mycoplasma pneumonia B CBIBOPOTKE HCCIEeIOBAaHUR
KpOBH
Pearentel UDA mng nmarsocTuxa
MukomrazMo3a BEISIBICHUS
19, MMMYHOITIOOYNIHHOB Kiiacca G K ITnanmer Ha 96 9
Mycoplasma pneumonia B CEIBOPOTKE UCCIeOBaHMH
KpOBH '
Hroro: ITnagnrer wa 96 _
uccuemopandin | 18
1

. llokazaTesu (XapaKTepPHCTHKH):

Ne
- TexHugeckuie XapakTepUCTHKH

B mabop wmoxer Bxomute oT 1 mo 5 wmumkpomnammeTos VDA,
MuxporuiasmeT JOKeH ObITh pa3sdopHemM 96-ryHogHEM (12 cTpHIOB 10
1.1 |BoceMp  mymOKX), 1NIZ  IpoBedeHMS  APOOHEIX  IIOCTaHOBOK
HMMYHO(QEPMEHTHBIM METOOM:

Komnmuectso onpenenenuii (MccieqoBanuii) JOMDKHO COOTBETCTBOBATE
1.2 | KomaecTBY JIYHOK ILIAHIIIETOB.

PearenTr u pacxononele Marcpuaibl B Haﬁope JOJDKHEL OBITH B TIOJTHOM,

13 | MOCTATOYHOM ¥ HNEIMMOM KOIMYECTBE, HEOOXOIMMOM LI MPOBELEHNS
™ | IpOGHEIX MOCTAHOBOK. |

3. TpeGoBannst, NpexbABIgeMble K Ka4eCTBY TOBapa, FAPaHTHIHOMY CPOKY
(roxHOCTH, CTEPHILHOCTH)




3.1. CornacHo ayKIIMOHHBIM JOKYMEHTaM OpraHu3aTopa.



TIpunoxenne 8

Onucanue noTpeduTeILCKAX, PYHKIHOHATLHLIX, TEXHHYECKHX,
Ka4YeCTBeHHBIX H SKCIIYyaTANHOHHEIX NoKa3aTesneil (XapaKTepHCTHK)

‘ Jior 8 pasa CMull
1. Cocrar (KoMIIeKTANHA) MEAUINHHCKHEX H3ICHi:
% Hamvernopanme BT Konmgectro
I/ : M3MEPEHUs
Pearentsi UDA 1715t [HArHOCTUKA '
Muxormazmosza IgM BEIIBIEHRS
11 HMMYHOIIoOyIuHOB Kitacca M k I LrarmeT Ha 96 {
Mycoplasma pneumonia B CEIBOPOTKE HCCIeNOBaHuHi
KpOBH '
Pearents DA nng muarHoCTHKH
Mruxonnazmo3a BEISBIEHIS
1.2 UMMYHOrT00yIMHOB Kinacca G K ILtagmeT 52 96 1
" | Mycoplasma pneumonia B CEIBOPOTKE HccIenOBaHKUH
KPOBHU
Hroro: ILranmeTt Ha 96
HccliefoBadmy | 2

2. Iloka3aTenu (XapaKkTepHCTHKH):
Ne

/i Texaugeckue XapaKTCPpUCTHKH

B mabop wmoxer Bxomuth oOoT 1 mo 5 wmukpomnanmeTror HOA.
MuxponnaHmeT JomKeH ObITE pasdopusm 96-TyHOYHEM (12 CTPHUIIOB IO
1.1 |Bocemp  myHOK), OIS  TPOBENEHHS  JPOOHEIX IIOCTaHOBOK
MMMYHO(QEPMEHTHEIM METOJIOM.

KonugecTso onpeneneruit (HccneNoBanyif) JOMKHO COOTBETCTBOBATD
1.2 | KOIMYecTRY JIYHOK ILIAHIIETOB.

PearenTsl M pacxomHble MaTepHalkl B HaOOpe IOKHEL OBITH B IIOIHOM,
13 |FOCTAaTOTHOM ¥ JENHMOM KONIIECTBe, HeOOXOOMMOM JUIS IIPOBEICHUA
’ JIPOOHBIX IIOCTAHOBOK.

3. Tpebopanus, NpeIbsiBiAAeMbie K Ka4eCTBY TOBapa, FrapaHTHHHOMY CPOKY
(rogHOCTH, CTEPAIBLHOCTH)



3.1. CornacHo ayKIIUOHHEIM JOKYMEHTaM OPraHu3aTopa.



[Tpunoxerne 9
Onucanre HOTPeSUTENHCKHX, QYHKIHOHAIBLHBIX, TEXHHYECKHX,
K29eCTBeHHBIX H SKCIUTYaTAlHOHHBIX [I0Ka3aTe el (XapaKTepHCTHK)
Jor 9
1. Cocrap (koMnIeKTANAS ) METHNHHCKHX H3ACTHH:

HE HaumeHOBaHme Erprmms Komugectro
/i H3MEepEeHNS
1.1. | Pearentsr MDA nns mHarHOCTHKH
BBISIBIIEHHA UMMYHOITIOOYTHHOB Knacca | [Inanmet Ha 96 16
M K IUTOMETATOBUPYCY B CEIBOPOTKE HCCIeNOBaHMTH
KPOBH
1.2. | Peareutet MDA g [uarHOCTHKYA ‘ |
BRISIBIICHUS. WMMYHOTTIOOYIHHOB Kitacca | [lmammer wa 96 16
G K IUTOMETATOBUPYCY B CHIBOPOTKE - FCCIIeIOBAHUH —
KPORH
Hroro: IDragmer wa 96 32
WCCIENOBAHNN

2. IoxazaTenu (XapaKTepUCTHRKH):

Ne
- Texnpgeckue XapakTepUCTHKH

B Habop wmoxer Bxomure or 1 mo 5 Mukpommammeros HW®@A.
1.1 MuxponnasmeTr FomKeH 05T pasbopusm 96-myHouHEM (12 CTPUTIOR 1O
' BOCEMb  JIYHOK), Ui NpOoBeeHWs  OpOoOHEIX  IIOCTaHOBOK
AMMYHOGEPMEETHEIM METOIOM. ,

12 KomggecTso onpezneneruit (AccueNOBaHkH) TOMMKHO COOTBETCTBORBATE
KOJIMYECTBY JYHOK IUIAHIIETOB.

PearenTr! ¥ pacxXoIHBIE MaTepHansl B HabOpe MOKHEI OLITH B IMOIHOM,

1.3 | ZOCTaTOMHOM ¥ [eTMMOM KOJHYECTBE, HEOOXONMMOM s IIPOBENEHUS
IPOOHBIX NOCTAHOBOK.

3. TpeboBanus, NpeabABAsieMbie K Ka9eCTBY TOBApPa, IAPAHTHAHOMY CpPOKY
(rogaoCTH, CTEPHIBLHOCTH)

3.1. CornacHO ayKIHOHHBIM JOKYMEHTAM OpraHu3aTopa.



IMpunoxenue 10
‘Onmcanye NOTPeOHTENECKUX, PYHKIMOHATLHBIX, TEXHHIECKHX,
Ka4eCTBeHHBIX H SKCIUIYATAHOHHBIX OKa3aTelel (XapaKTepHCTHK)
Jiot 10 nna CMull
1. CocraB (KOMILTEKTANMS) MEeTHINHHCKHAX W3 XEJHIMA:

N Hammenopanue Epueenuna KonmgecTBo

/i1 HM3MEpPEeHus

1.1. | Pearentrr UDA mis qHardoCTHKH
BBISBIICHHS HIMMYHOIIIOOYNHHOB Kiacca | Ilmammer ga 96 5
M K IUTOMETanoBHPYCY B CEIBOPOTKE HCCIETOBAHIH
KPOBH

1.2. | Pearentsr MDA s mMarHoCTHKE
BBLIBJICHWS HMMYHOINIOOYIMHOB Kiacca | IDiaHmeT Ha 96 5
G X LUTOMEralloBUPYCY B CEIBOPOTKE HCCIIeNOBaHMH
KPOBU

Hroro: : ITnammer za 96

uccienoBanuii | 4.

2. IloxazaTe, s (XapAKTEPUCTHKH):

Ne
rl TexHmaecKue XapaKTepUCTHKA

B mabop Moxer BxomuTs oT 1 mo 5 wmukpomnasmeroB MOA.
11 MuxponnasmeT JOIDKeH ObITh pa3bopusM 96-myroursM (12 CTPHIIOE TIO
" |BOceMBP  TYHOK), JUIA  NpOBENEHHs  OPOOHBIX  IIOCTAHOBOK
HMMYHO(DEPMEHTHBIM METOOM.

12 KonmgectBo onpenenenuit (uccnenoBanuii) OMKHO COOTBETCTBOBATE
KOJIHYECTBY TYHOK IUTaHIIIETOB.

PearesTsl u pacxoxHble MaTepHaisl B HaOOpe MOMKHEL GEITE B TIOJTHOM,
1.3 | moCTaTOYHOM M IENMMOM KOJIHYECTBE, HeOOXOIMMOM Ml IPOBENEHIST
JIpOOHEIX ITOCTAHOBOK.

3. Tpebopanus, NperbsiBisieMbie K KaYeCTBY TOBapa, rapaHTmmomy CPOKY
(romgHOCTH, CTEPHILHOCTH)

3.1. CormacHn aVKIHOHHEIM JOKYMEHTAM OpraHnzaTnng,



[Tpunoxenue 11
Onucanne NOTPeOHTENLCKIUX, PYHKIEORAILHLIX, TEXHNYECKHAX,
KAYEeCTBEHHBIX H OKCILTYAaTANHOHHBIX MOKa3aTeNell (XapaKTepHceTHK)
Jlor 11
1. CocTaB (KOMIIEeKTAOMS) MEANNAHCKAX H3ASNHN:

Ne Envava
HamMenosanue KonmuaecTso
n/u H3MEpEHHS

Peareatsr UW®OA 1ns  JAMarHOCTHKHA
1.], | BBUIBICHAS UMMYyHOITIOOYyTMHOB Knacca | [Inanmer Ha 96
M x Toxoplasma gondii B CHBOPOTKE | HCCIENOBARMR
KpPOBH

Pearenter HWM®OA 1o OIHATHOCTHKH
1o | BBUTBICHHS uMMyHOrmoOymuHOR Kiacca | Ilnanmmer Ha 96
G x Toxoplasma gondii B CEIBOPOTKE | HCCIENOBAHUMH
KpOBH
Hroro: IInanmeT Ha 96
HCCleNoBaHuM | 32

16 .

16

2. lloxa3zaTesn (XapaKTepHCTHKH):

Ne
e Texnuueckye XapaKTepUCTHKH

B mabop Moxer BxomuTe OT 1 mo S5 wmuxpomnanmeros VDA,
11 Muxpormuiagiier JoDkeR O5ITs pa3bopHEM 96-TyHOUHBIM (12 CTpHIIOB 11O
BOCEMB  JIYHOK), I TpOBeNeHHsS  ApOOHEIX  IIOCTAHOBOK
UMMYHO(DEPMEHTHEIM METOIOM.

12 KonuyecTBo onpenenenwmit (McCaeq0BaHU) TOJDKHO COOTBETCTBOBATE
KOIIECTBY JYHOK TUISHIIETOB.

PearenTs! 1 pacxonssle MaTepuansl B Habope HODKHEL OBITH B IIOJHOM,

1.3 | mocTaTo9HOM W [ETMMOM KOJIHYECTBE, HEOOXOOMMOM Ui TIPOBEACHMI
IpOOHBIX HOCTAHOROK.

3. TpeGoBaHus, NpeIbsiBisieMble K Ka4decTBY TOBapa, FrapaHTHHHOMY CPOKY
(romHOCTH, CTEPHIBHOCTH)

3.1. CornacHo ayKIMOHHEIM JOKYMEHTAM OpTaHH3aTopa.




punoxerue 12

Onxcanne NOTPeOUTENLCKAX, PYHKINOHATLHBIX, TEXHHIECKHEX,
Ka4JeCTBEHHBIX ¥ DKCILIYaTANMOHHBIX NOKa3aTeseH (XapaKTepHCcTHK)

Jlor 12 paa CMull
1. CocraB (KOMILIEKTaNuUs) MEAHIHBCKHX H3IEJIHi:

Ne HamnmeHoBanue i Komraectro

n/n M3MEPEHHS
Peareater UWOA 118  IWarHOCTHKH

{1, |BBUIBICHHS HMMyHOTrTOOYTMHOB Kiacca | [Imanmer Ha 96 "
M x Toxoplasma gondii B CEIBOPOTKE | HCCIENOBAHHH |
KPOBH
Peareatst W®A 118 IHATHOCTHKH

1o, | BEIIBICHHS UMMYHOIIIOOYIHHOB Kinacca | [Dranmer Ha 96 5
G x Toxoplasma gondii B CEIBOpOTKe | HCCIENOBAHMIM
KPOBH

Hroro: [Inanmer #HA 96

UcclaenoBarui | 4

2. lloxazarend (XapakTepUCTHKHA):

Ne
- TexHugeckue XapaKkTepUCTHUKH

B mabop wmoxer sxomwte OT 1 1o 5 wmukpomrammeroR KOA.
11 Muxponnanmer poxes 65ITh pazdopaemM 96-1TyHOoTHEIM (12 CTPHIIOB 11O
’ BOCEMb  IIyHOK), I OpoBemeHMs — ApOOHBIX — IIOCTAHOBOK
AMMYHO(DEPMEHTHEIM METOTOM.

12 KonudecTso onpenenenn (HccnenoBaHui) JODKHO COOTBETCTBOBATh
KOJIMYECTBY JIYHOK ILIAHIIIETOB.

Pearentsl n pacxongHkle MaTepualsl B Ha0ope IOIDKHEI OBITE B IIONHOM,
1.3 | DOCTAaTOYHOM ¥ HENHMOM KOJHYECTBE, HEOOXOIMMOM IS IIPOBEICHHS
JIPOOHEIX MOCTAHOBOK.

3. TpeboBanus, NpegbaBaAgeMbie K Ka4yecTBY TOBapa, rapaHTHHHOMY CPOKY
(rogHOCTH, CTEPHIBHOCTH)

3.1. CornacHo ayKIHOHHEIM JOKVMEHTAM ODTAHWIATODA.



TIpunoxenue 13

Onncanne NoTPeOHTENbCKAX, QYHKIHOHAIbHBIX, TEXHHYECKHX,

Ka4eCTBeHHBIX H 3KCILTY2TAIHOHHBIX MOKA3aTe/leH (XapaKTepHCTHK)
Jlot 13
1. CocraB (KoMIJEKTANHS) METHIHHCKHAX H3TeIHH:

Ne E a
/i Haumenosaume S

KomigecTBo
H3MEDPEHMS

Pearenter W®A ans  m@arsocTvkH
| 1 | BBIABICHHSL HMMYHOITIOOYNIHHOB Kiacca | Ilmadmer Ha 96

M x Bupycy npoctoro repueca (BIT 1,2- | nccnenosanmit 2
IgM) B CEIBOPOTKE KPOBH
Peareatet M®A mis [IWardHoCTHKHA

{9, | BBLIBICHHA HMMYHOTTIOOYNHHOB Kiacca | [Lmanmer Ha 96 3

G x Bupycy mpocroro repreca (BII'1,2 - | mecnenopaumit
IgG) B CHIBOPOTKE KPOBH

Hroro: Tlragnrer Ha 96
Hccnenosagui | 6

Lo
2. llokaszaTein (XapaKTepHCTHKH):
Ne

n/m

TexHauyeckue XAapaKTCPHUCTHKH

B Habop wMoxer BxomuTek OT 1 1o 5 wmukpomwranmeros HMOA.

11 Muxponnanmer 1omKes OBITh pazbopHeM 96-tyHOTHEM (12 cTpHnoB 1o

’ BOCEMB JTYHOK), hify 51 IPOBENEHUA IpOOHEIX [IOCTaHOBOK

UMMYHOOEPMEHTHEIM METOTOM.

12 KonugecTeo onpenenenuii (MccaenoBaHui) JOIKHO COOTBETCTBOBATS
KOINMYECTBY TYHOK IUIAHIIETOR.

PeareHTsl W pacXOmHEBIE MaTepyaisl B HaOOpe INOJDKHEI OBITH B IIOIHOM,

1.3 | DocTaTo4HOM H [eNHMOM KONHYeCTBE, HEOOXONWMOM [N IPOREHCHHUS

JIPOOHEBIX TOCTAHOBOK.

3. Tpebopanus, NpedpsABAseMble K Ka9€CTBY TOBApa, TAPAHTHIHOMY CPOKY
(roxHOCTH, CTEPHILHOCTH)

3.1. CornacHo ayKIIMOHHEIM NOKYMEHTAM OPTAHH3ATOPA.



ITpumoxerune 14

Onucanne NOTpeOHTENBCKAX, (YHKIHOHAIBLHBIX, TEXHAHYECKHX,

KaYeCTBEHHBIX H SKCIIyaTallMOHHBIX NoKa3aTenel (XapaKTepHCTHK)

Jor 14 pass CMull
1. CocraB (KOMIIEKTANNS) MEIHINHCKHEX W3 1€ IHii:
Jrj}') Haumenosanme Emuuma Konmgectro
I U3MEepEeHus )
Pearertsr HM®A  qns  OWATHOCTHKHA
{1, | BBUIBICHHEA HMMyHOrIobymuHOB Knacca | Ilmammer Ha 96 1
" | M x Bupycy mpoctoro repreca (BIIT 1,2- | uccnenonanuit)
IgM) B CEIBOPOTKE KPOBH
Pearertst HM®DA 19 [IHArHOCTHKH
1o | BBUIBICHAS AMMYHOIIoOynuHOB Kiacca | [rammer Ha 96 1
"~ | G x Bupycy npocroro reprueca (BIIT'1,2 - | uccnenosanmit
1gG) B cEIBOpOTKE KpOBH
Hroro: IInasmer Hva 96
HUccnenoBaHu | 2

2. [lokaszaTesin (XapaKkTepHCTHKH):

g/gn Texnuyeckre XapakTepUCTHKA
B wmabop moxer BxommTe or 1 1no 5 wmkpomnanmeros H®A.
11 MukpomnnaameT 1o/okeH 65ITs pasbopubmM 96-nyHourEsM (12 CTPHUIIOB 10
BOCEMb  JIYHOK), [nf  NpPOBeNCHHS  ApOOHEIX  TIOCTAHOBOK
UMMYHODEPMERETHBIM METOIOM.
19 KommaecTso onpenenenuit (Mccne 0BaHmi) JOIKHO COOTBETCTBOBATE
KONMYECTRY JYHOK IIIaHIIETOB.
PearenTs! 1 pacxoIHEIe MaTepyualsl B HabOpe HODKHEI OLITE B IIOIHOM,
1.3

HOCTAaTOYHOM ¥ JeNMMOM. KONWYECTBEe, HeOOXOmWMMOM NI npoaene}msx
IPOOHEIX OCTAHOBOK.

3. TpeGoranns, NpeAbsBIsieMble K KadeCTBY TOBapa, TapaHTHHHOMY CPOKY
(rogHOCTH, CTEPHIBLHOCTH)

3.1. CornacHo ayKIHOHHBIM JOKyMEHTaM OpraHu3aTopa.



ITpunoxernue 15

Onucanne noTpedUTENbCKEX, PYBKIHOHATLHBIX, TEXHHYECKHUX,
Ka4eCTBEHHBIX B 3KCIUTYaTAIIHOHHLIX IMOKa3aTel el (XapaKTepHCTHK)

Jlot 15
1. Cocras (kOMNIeKTANAS) MEAMIHHCKAX A3/IEJIHH:
Ne Hammveropanme Epeina Komugectso
/o A3MEpEeHHs
Pearents! s MUHAarHOCTHKYM BEISBICHUS
| 1 |aHTHTeN  Kiacca A, M u G x|Ilnagmer ga 96 270
Bo3Oymuremo cumimca Treponema | HCCIETOBAHMH
allidum (mmst cxpuEmHTA)

Hroro: ITnagnier 1a 96
uccnenopanm | 270

2. Iloka3are/n (XapakTepHCTUKH):

Ne
. TexXHUYECKHe XapaKTEPUCTHKH

B mabop Moxer Bxomuteh oT 1 mo 5 wukpomnanmeroB MOA.
1.1 MuKpOITaHImEeT AOMKEH OBITE pa3dopHEM 96-1yHOUIHEM (12 CTpHUIIOB IO
BOCEMBb  JIyHOK), IUTs IIpoBeneHusT  ApPOOHBIX  IIOCTaHOBOK
HUMMYHOODEPMEHTHEIM METOIIOM.

12 Konugectro onpeneneruit (MccnenoBanmit) JOIDKHO COOTBETCTBOBATE
KOJIMYECTBY JTYHOK ILUTAHIIETOB.

PeareHTHl ¥ pacxo[HEIE MaTepHaisl B Habope NODKHEL OBITH B IIOIHOM,
1.3 | nocrarouHoM ¥ IENTHMOM KONHMYECTBE, HEOOXOmuMOM IS IPOBEACHMS
JOpOOHEIX IOCTAHOBOK.

*B memix o0ecHedeHwst [OCTOBEPHOCTH pe3yIbTaToB, HCKIIOUYEHHs
1.4 JIOXHOOTPHIIATENEHEIX/ TIOKHOIOIOXUTENBHBIX PE3YATaT0B | IPOBENEHUL
' CPaBHHUTEIBHOIO aHalu3a MeTomuk, peareHtsl Jlota Nel5 m Jlora Nel7
IDOJDKHEI OBITH OT Pa3HBIX IPOU3BONUTENEH.

3. TpeGoBanus, NpeAbABIAEeMbIe K KaYeCTBY TOBapa, rapaHTHHHOMY CPOKY
(romHOCTH, CTEPHILHOCTH)
3.1. CornacHo ayKI[HOHHEM JOKYMEHTAM OPraHM3aTopa.



[punoxerue 16

Onucanne moTpeSHTENILCKHE, QYHKIHOHATLHBIX, TEXHHYSCKHUX,

KaveCcTBeHHBIX H 3KCILIYaTANACHHBIX HoKasaTeel (XapaKkTepHCTHK)

Jlot 16 paa CMull
1. CoctaB (KoMILIEeKTANHA) METUIHHCKAX H3NEJIHIi:
e Hawmernoanue Fpetng KonuuecTtso
/I M3MEepeHus
PeareHT®l 111 AMACHOCTUKW BEISIBICHUS
[ ], |@ETHTEN  Kracca A, M u G «x|IInasnmer 5a 96 30
" | BozOymuTemo cudummca Treponema | MCCIENOBaHMHA
pallidum (m1s ckprHMHTA)
HUroro: IInanmert Ha 96
uccnenosarui | 30

2. Iloxkasarenn (XapaKTEPHACTHKH):

: i\[/gn TexHugeckue XapakTepUCTHKH
B wabop MOXeT BXONWTE OT 1 M0 5 MuKpomasmeros HK®DA.
1.1 MuKpoIIasmeT ToKeH O5ITh pasdopubmvM 96-ryHodnEM (12 cTpHIOB 10
BOCEMb  JYHOK), I  DOpOBeNeHHs  OPOOHEIX  IIOCTaHOBOK
AMMYHODEPMEHTHEIM METOIOM.
12 KonmuecTso onpeaeneHuit (Mccieq0BaHwmi) JODKHO COOTBETCTBOBATh
KOJIMYECTBY JYHOK IIAHIIETOB.
PeareHTHl ¥ pacxomHble MaTepuaisl B HaOope HOMKHBI OBITH B ITOITHOM,
1.3 | mocTraTo4HOM M HeIMMOM KOIMYeCTBe, HeOOXONMMOM Ui IIPOBEACHHL
JIPOGHEIX TOCTAHOBOK.
*B memax ofecmedeHHs OCTOBEPHOCTH pe3YIIBTATOB, MCKIFOYCHHS
14 TIOZHOOTPHLETENbHBIX/ 0K HOTIONOKUTENILHBIX PE3YNbTaTOB U IIPOBENCHNA

CPaBHHTENBHOIO aHanm3a MeTomuK, peareHTsl Jlora Nel6 u Jlota Nelg
JOJDKHEI OBITH OT Pa3HbIX IIPOH3BOIHTENCH.

3. TpeGoBanusi, HpeabABAsieMble K Ka4eCcTBY TOBapa, rapaHTHHHOMY CPOKY
(rogHOCTH, CTEPHJIELHOCTH)

3.1. CormacHo ayKIMOHHBIM JOKYMEHTaM Oprasu3aTopa.



Ipunoxenue 17

Onucanne nNoTpebHTENLCKHS, HYHKIHOHANLHBIX, TEXHHYECKHX,
Ka4eCTBEHHBIX H 3KCIIYaTANHOHHEIX N0Ka3aTesell (XapaKTepHCTHK)

Jot 17

2. Cocras (kOMIUIeKTANNASA) METHIHHCKAX H3Ne/Hi:
e HanmeBsoparve Sy KommgecTro
wo | H3MEpeHUs

PeareaTer s BrIBIEHMS . AHTHUTEN
11 |¥oracca A, M u G x Bo3Gyauremo | [Inanmer ga 96 46
" | cudummca  Treponema  pallidum B | mccnezosanumit

CEIBOPOTKE KpOBH (115 apOuTpaKa)
Hroro: Inanmer Ha 96 46

HCCIIEA0OBaHUM

2 ITokaszaTesn (XapaKTePHCTHKH):

No
i TexHudeckue XapaKTEPUCTHKI

B wmabop moxer sBxomute or 1 mo 5 wmmkpommammeror H®A.
1.1 MUKpONIaHIIEeT NODKEeH OBITEH pazbopabmM 96-ryHounsM (12 CTpHUIOB 10
BOCEMb  JyHOK),  OIZ  IPOBENEHWS  JpPOOHBIX  IIOCTAHOBOK
UMMYHOGDEPMEHTHEIM METOLOM.

12 KommgecTso onpeneneruit (Mcclen0BaHuin) OIKHO COOTBETCTBOBATE
KOJIHMYECTBY JIYHOK ILIAHIIETOB.

PearenTts! 1 pacxXomHEIe MaTepHansl B HAOOpE TOIDKHEL GLITL B TIOJHOM,
1.3 | mocTaTouHOM H IENEMOM KOJHYECTBE, HEOOXOIMMOM IS IPOBENEHHAS
JpOOHBIX MOCTAHOBOK.

*B memsx obecredeHWs IOCTOBEPHOCTH PpE3YNETATOB, WCKIFOUYEHUS
14 JIO}KHOOTpHHaTe.IIbI-IBIX/JIO}KHOHOJIO)KHTBJIBHBIX PE3YIIBETaTOB U IIPOBEAEHHS
' CPaBHHUTEIBHOIO aHANK3a METONUK, peareHThl Jlota Nel5S m Jlora Nel7
JOJDKHEI OBITH OT PasHBIX IPOU3BOIUTENEH.

3. TpeboBanus, NpeabsBIsSeMble K Ka4ecTBY TOBapa, rapaHTHAHOMY CPOKY
(rogrOCTH, CTEPUILHOCTH)

3.1. CornacHo ayKIMOHHEIM JOKYMEHTaM OpraHH3aTODA.



[Tpunoxerue 18

Onucanse NoTpeCHTENLCKEX, QYHKIHOHAILHBIX, TEXHUYECKNX,
KAYEeCTBEHHEIX U 3KCILIYaTANHOHHBIX MOKA3aTeJeH (XapaKTepUCTHK)

Jlor 18 nas CMuIl
2. Cocras (koMnieKkTanus) MeIBRNHECKHX W3R
g/g Hamvienosanne ' E v KommgecTso
I H3MEPEHUS
PearenTsl i BBISBIGHHS  aHTHUTEN
11, | ¥acca A, M u G x BosOymuremro | [Inanmer Ha 96 4
cupunuca Treponema  pallidum B | ucenegoBanwi
CEIBOPOTKE KpOBHU (17151 apburpaka)

Hroro: ID1agmet #a 96
Hcenenopagu | 4

2. lloxasaresn (XapaKTePHCTHKH):
Ne
/I

TexHudgecKHe XapaKTepUCTHKH

B mabop wMmoxer Bxomurs oT 1 mo 5 mukpomnmadmmeroB VOA.
11 MuxponnasmeT JoJDKeH ObITh pa3zdopHemM 96-1yHOUHEM (12 CTPUIIOB IO
BOCEMB ~ JIYHOK), TUIS OpPOBEACHUS  OPOOHEBIX [TOCTAaHOBOK
IMMYHO(DEPMEHTHEIM METOIOM. '

1.2 KonugecTBo onpenenenuit (uccienoBanmii) JODKHO COOTBETCTBOBATH
KOIMYECTBY TYHOK IUIAHIIETOB.

PearenTs! # pacxonHvle MaTepwalisl B HabOpe JOIDKHEI OBITH B ITOITHOM,
1.3 | mocraTogHOM ¥ JETMMOM KOIHYECTBE, HeOOXOOMMOM IS IIPOBEICHHMI
IPOOHEIX HOCTAHOBOK. _

*B nensx obecnedeHns OOCTOBEPHOCTH pE3YIETATOB, HCKIIOYEHUS
14 JIOXKHOOTPULATEIbHEEX/ TOKHOIIOTIOKHTEIBHBIX PE3YIETaTOB U IIPOBEACHUA
" | CPaBHMTENBHOrO aHanm3a METOHMK, peareHTsl Jlota Nel6 u Jlora Nel@
JIOJKHEL OBITH OT pa3sHbIX IPOU3BOIUTENEH.

3. TpeboBanus, NpeIbsiBiIsieMble K Ka4eCTBY TOBapa, rapaHTHHHOMY CPOKY
(rogHOCTH, CTEPHIABLHOCTH)

3.1. CornacHo ayKIMOHHEIM JOKYMEHTaM OpraHu3aTopa.



TIpunoxenne 19

Onucanne DoTpeOHTENBCKHEX, PYHKNHOHAILHBIX, TEXHHYECKHX,

Ka4eCTBeHHBIX H IKCIIyaTalHOHHBIX NoKa3aTeNel (XapaKTepruCcTHK)

JloT 19
1. CocraB (KOMIIeKTANAS) METHIHHCKAX H3JeIHH:
No ' Enuauna
Hawmenosarue A Konwmgectso
n/n HM3MEpPeHUA
Pearenter MPA mist muarsocTixy
TIOATBEPKACHUS HATIMIHIS
i IInanmer Ha 96
1.1. | MOBEPXHOCTHOTO aHTHIEHA BHpPYCa : . |45
..\ | HCCIIeIOBaHMH
renatiTa B (HBsAg-nonTeepxnarommuit)
B CHIBOPOTKE KPOBH
Pearents1 QA g quardHocTHKH
1.9, | OUPETEICHAS TOBEPXHOCTHOTO aHTHIeH ITnanmrer va 96 170
" | Bupyca remarura B (HBsAg) B | HccnenoBaHmi
CBIBOPOTKE KPOBH
Hroro: | IInanmer va 96 7
Heenenosaruit | 215

2. IloxasaTend (XapaKTepPHCTHKH):

Ne
/1

Texaudeckue XaPaKTCPUCTHKH

1.1

B mabop wMoxer BxomaThb OT | mo 5 wMukpomnanmeros MDA,
MuxpomnaHineT fonKeH ObITh pa3bopHEM 96-TyHOIHEM (12 CTPHIIOB 110
BOCEMb  IIyHOK),  ANS  IPOBeleHHs  ApPOOHEIX  ITOCTAHOBOK
AMMYHOMOEPMEHTHBIM METOIOM.

1.2

KommuecTso onpenenenvit (MCCIeIOBaHM) JOIKHO COOTBETCTBOBATE
KOJIMYECTRY JIYHOK IUIAHIIETOB.

1.3

PeareHTH B pacXonHble MaTepuansl B Ha0Ope MOIUKHEI OBITH B TIOJIHOM,
JOCTaTOYHOM U JAETHMOM KOJIHYECTBe, HEOOXOIHMOM JUIS ITPOBEHEHUS
JIIPOOHBIX ITOCTAHOBOK.

1.4

AHaTUTHYECKHe ¥ NUATHOCTHYECKHE XapaKTePUCTUKH: Ty BCTBUTEIHHOCTE
Habopa HBsAg-monTBepx 1aronwi (madop peareHTOB VTSt
TDONTBEPXICHM HAMYKS IIOBEPXHOCTHOTO aHTHIeHa BUpyca renarturta B)
—ne meree 0,01 ur/mMn (ME/min) u cneneduarocTs He Menee 99,8%.

1.5

AHaTHTHYECKIE U IUArHOCTHIECKHE XapaKTEePUCTHKY: IyBCTBUTEIEHOCTE
Habopa HBsAg (malop peareHTOB I ONpENENeHHs ITOBEPXHOCTHOIO
aHTHICHA BUpYycCa renatura B B CBIBOpoTKE KpoBH) — HEe MeHee 0,01 Hr/mn
(ME/mn) u cienieduranocts He Meree 100%.




3. TpeGoBanus, NpeIbsBIAsSeMbIe K Ka9eCTBY TORApa, FapAHTHHHOMY CPOKY
(rogHOCTH, CTEPHILHOCTH)
3.1. CornacHo ayKUMOHHEIM JOKYMEHTaM OpraHHu3aTopa.



Ipunoxenwe 20

Onucanue NOTPeORATENHCKHX, GYHKIHOHANLHBIX, TEXHHYECKHX,

KaYeCcTBEHHBIX M 3KCIIYaTallHOHHBIX NIOKa3aTelel (XapaKTepHCTHK)

Jlor 20 muis CMull
1. Cocras (KOMIIIEKTAIES) MEIAMHHCKAX H3NCIMI:
Ne , Enuavna
Haumenoranve A Komugectro
/n W3MEPEHU
Pearenter UOA ns TuarHOCTHKH
TIOATBEPKICHUS HATMIHST
PAA IInanmer Ha 96
1.1. | HOBEPXHOCTHOTO aHTUTEHA BHpYyCa . |3
.\ | ACCIEIOBaHMI
renatuta B (HBsAg-nonTBepxnarommit)
B CEIBOPOTKE KPOBH
Pearenter DA 11 mHarHocTHKH
|, | OUPEAEIEHNS NOBEPXHOCTHOTO aHTUTEHA IInammrer wa 96 20
" | Bupyca renarura B (HBsAg) B HCCIIENOBAHUH
CEIBOPOTKE KDOBH
Hroro: Tlnanmer Ha 96
‘ HWCCIeoOBamuHE | 25

2. IToka3zaTenu (XapaKTEePHCTHKH):

Ne
/1

Texuuyeckue XapaKTepHCTHKH

1.1

B Habop MoxeT BxomuTe OT 1 mo 5 wMukpomnanmero KM®DA.
MUKpOIIaHIeT onKeH ObiTh pa3oopHEM 96-myHOouHEIM (12 CTPHITOB IO
BOCEMb  IYHOK), I  DpOBeNeHWs  JOpPOOHBIX  IIOCTAHOBOK
HMMYHO(DEPMEHTHEIM METOIOM.

1.2

KomigecTro ompeneneHuit (HCCIeqoBaHuH) JOMKHO COOTBETCTBOBATE
KOJIMYECTRY JIYHOK IUIAHITETOB.

1.3

PeareHTEl W pacXOHBEIE MATEpHANEl B HaOOpe HODKHE! OBITH B IIOIHOM,
JOCTATOYHOM X NEIAMOM KOJIMIeCTBe, HEOOXONMMOM HJIS TIPOBENEHUS
JPOOHEIX IOCTAHOBOK.

1.4

AHaMUTHYECKHE U IUATHOCTHYECKHE XapaKTEePUCTHKI: TyBCTBHTEIBHOCTD
Habopa  HBSAg-noATBep:KIAXOIIIH (mabop peareEToB LIS
TIONTBEPIKICHAS HAIHYHs IOBEPXHOCTHOIO aHTHIe€Ha BUpyca renatuTa B)
—me Meree 0,01 gr/mn (ME/Mn) u cnenebmraHOCTE He MeHee 99,8%.

1.5

AHaTUTHYECKHE ¥ IUarHOCTHYECKHE XapaKTepUCTUKH: JyBCTBHTENEHOCTD
Habopa HBsAg (mabop peareHTOB MU OMNpPENEIEHHS IIOBEPXHOCTHOIO
aHTHreHa BEpyca remnartuta B B CEIBOPOTKe Kposw) — He Meree 0,01 mr/mi
(ME/mn) u cnenedudHocTs He MeHee 100%. '




3. TpeGoBanus, NpeIbsBIgeMble K Ka9eCTBY TOBapa, TAPaHTHIHOMY CPOKY
(roamocTH, CTEPHILHOCTH) ‘
3.1. CornacHo ayKIIMOHHBIM JOKyMeHTaM OpraHr3aTopa.



TIpunoxenue 21

Onncanne noTpeduTEIHCKAX, GYHKIHAOHAIBHBIX, TEXHAYECKHX,

Ka9eCTBEHHBIX H SKCIJIyaTalHOHHBIX IOKa3aTejel (XapaKTepHCTHK)

Jot 21
1. CocraB (KOMIUIEKTANMS) METHNEHCKUE W3Je/IHii:
Ne E a '
HawmernoBanue S Kommgectso
/I ‘ U3MEpEHUS
Pearenter UOA qng nrarsoctrky HBe-
1.1 IgG BBIIBICHMT HMMYHOTIIOOYIHHOB IInanmer Ha 96 7
" | knacca G x HBe—anTtureny Bupyca WCCIENOBaHUMN
renarura B B CEIBOPOTKE KPOBH
Pearenter UDA mnst muarHocTHKH
AT A Tnanmer Ha 96
1.2. | HBeAg BrIgBneHus E-anTrrena supyca L |7
HCCIEeIOBaHUH
renarura B B CBIBOPOTKE KpOBH
PearenTer MDA [1g IHArHOCTHKY HTH-
HBcor-IgG BrISBICHES
g IImanmet Ha 96
1.3. | immMyHOIIOGY THHEOB KIacca G x core- 4 7
HCCIIEOBaHHH
aHTUTCHY BUpYyca renatura B B
CHIBOPOTKE KPOBH
Pearenter UPA mig nuarHoCTHKYH
HBcorAg-IgM BrigBIIeHES
1.4 Hofnoﬁ JHHOB Xiacca M k core Tlimamer 54 99 7
| MM Y (o1l (1 (0): 21205078
aHTHIeHy BHpyca renarura B B
CBIBOPOTKE KPOBHU
Pearentsr MOA mis IMardoCTHKHA
HBsAg-anTurena spyca renarura B
= Py IDragmer Ha 96
1.5. | Ka4eCTBEHHOIr0 ¥ KOJIHYECTBEHHOTO N 2
HACCIEN0BaHMHI
onpenenenus anTuTe] K HBs-auTHreHyY :
BHpyca renartrTa B B CBIBOPOTKE KPOBU
Pearenter UPA s BEISBICHUSA
1.6, | CYMMAPHBIX aHTUTEN K BUPYCY TENIaTATa IInanmer 52 96 3
" | Hempra (BI'I) B criBOpoTKE (1123Me€) W CCIIeOBaHIH
KPOBH
Hroro: InannreT #a 96
HCCIISIOBaHUMN 33
2. Iloka3zaTesn (XapaKTEePHCTHKH):
Ne
st Texnudeckue XapaKTepHCTHKH
1.1 B mnabop Moxer Bxomure oT 1 gmo 5 wmwmkporuianmeror KA.

Muxponnannier nomwxes ObITh pazdbopasmM 96-1yHOoUEEM (12 cTpuos mo




BOCEMb  JIyHOK), JANd  ITPOBEAEHWA  OPOOHEIX  TOCTAHOBOK
HAMMYHO(bEpMEHTHEIM METOIOM.

19 Konmaectso onpenenenuit (MccleqoBanuif) JOIDKHO COOTBETCTBOBATE
| KOHYECTBY JIYHOK INIAHIIIETOB.

Pearentsr u PaCXoaXbIe MaTepuaisl B Ha6ope LOJKHBL OBITE B IIOJTHOM,

1.3 | mocTaTo4HOM H JENMMMOM KOJIHYECTBE, HEOOXONMMOM IS HPOBEIECHHS
IPOOHBIX TOCTAHOBOK.

1.4 YyBCTBUTETBHOCTS U CHENeDUIHOCTE KX I0ro Habopa He MeHee 100%.

AHaIATAYECKHE ¥ THarHOCTHYECKIE XapaKTePUCTHKH IS JIHArHOCTUKH
HBsAg-anturena Bupyca rernatura B: aHAIMTHYECKas YyBCTBUTEIBHOCTE
He 6omee 1 MME/Ma.

Jiano308 maMeperui kormenTpanui 0 — 1000 MME/vo.

YPpOBeHb OPOTOBOTO 3HAYEHHS UYBCTBUTEILHOCTH TECT CHCTEME] JODKEH
ObITh He Meree 10 MME/ M.

1.5

3. Tpe0oBanus, nNpeNbABIsgeMLIe K KAUeCTBY TOBapa, FApaHTHAHOMY CPOKY
(rogmrocTH, CTEPHIBHOCTH)

3.1. CornacHo ayKIMOHHEIM JOKYMEHTAM OPTraHU3aTopa.



ITpunoxenye 22

Onncanne NoTpeOHTENLCKAX, GYHKIHOHAILHEIX, TEXHHYECKAX,

KaYeCTBEHHBIX H 3KCILIYaTaIMOHHLIX IOKa3aTelel (XapaKkTepUCTHK)

Jlot 22 pns CMull
1. CocraB (KoMILIEKTANMS) METHIMECKHUX H3IeJHH:
Ne Envavna
Hawmvenoranue 5 Kommgectro
o/n H3MEPEHUS
Pearentsr QA mnsa muarsoctuxu HBe-
11 IgG BrIABIEHVS HIMMYHOTIIOOYIHHOB IImarmer Ha 96 1
" | xmacca G x HBe—anTrreny Bupyca YCCIEeIOBAHIH
renatuTa B B CEIBOPOTKE KPOBH
Pearents: UDA mis muarsocTiky
U A IInagmer Ha 96
1.2. | HBeAg BrriBnenus E-anTurena supyca o 1
HCCIeIOBaHUMH
renaTturta B B CHIBOPOTKE KPOBH
Pearenter UPA miist [JUarHOCTUKY aHTH-
HBcor-IgG BrIaBienys
£ ITnanameT Ha 96
1.3. | mmmyHOrIO6YIMHOB Knacca G k core- g 1
HCCIIeIOBaHUH
@HTHIeHy BHpYyca rernarura B B
CBIBOPOTKE KPOBM
Pearentsl MDA g IHAarHOCTHKH
HBcorAg-IgM erigBleHus
& IInanmrer Ha 96
1.4. | mvMyHOTIIOOYMHHOB Kitacca M K core- . 1
' HCCIeIOBaAHMN
aHTHTeHy BUpYyca rematuta B B
CBIBOPOTKE KPOBH
Pearentsr UDA 11 IHATHOCTUKU
15 | K&9ECTBEHHOTO i KOMMYECTBEHHOIO ITnanmer va 96 1
" | onpenenerys aETUTeN K HBS-aHTHIrEHY | HCCIeNOBaHuA
BHpYyca renaturta B B CEIROPOTKE KPOBY
PearenTter UDA 1yis BEIIBIESHUS
1.6, | CYMMApHBIX aHTHTEI K BUPYCY TCIATHTA IInanmer Ha 96 1
" | Hemsra (BI'I) B ceiBOpOTKE (TI1a3ME) HCCIeI0BaHUH
KpOBHU
HUroro: ITnammer va 96
HCCIeNOBaHUH | 6

2. ITokaszaTend (XapaKTEPHCTHKH):

BOCEMB IYHOK), in g
HMMYHO(DEPMEHTHEIM METOIOM.

[IPOBEICHHUS

o
i‘n Texmudeckue XxapakTepHUCTHKHA

B wmabop wmomer Bxomurs or 1 mo 5 wMuxpomnanmeroB H®DA.
11 Muxporuanmer foIpKeH 6BITh paztopasmM 96-myHouassmM (12 CTPHUIIOB 1O

JIPOOHEBIX

IIOCTaHOBOK




IIpunoxenue 23

Onncanue NOTPeOUTEILCKAX, GYHKIHOHAILHBIX, TEXHHIECKHX,

KaYeCTBEHHBIX H KCIUIYATAIUOHHBIX HOKa3areliel (XapakTepucTuK)

JloT 23
1. CocTaB (koMILIeKTANKS) MEIANMACKAX H3Je IHii:
No Enunnma T
Hanmenosanue ALFIHIT Kommgectso
/a W3MEPEHAS
PearenTrr UDA 115t UATHOCTUKA
antiHBcore total Bupyca remartura B
; by [Inanmert Ha 96
1.1. | BBIIBICHHS CYMMAapHBIX aHTHTEN K COre- w 171
HCCIICOBaHUN
aHTHIEHY BUpyca renarura B B
CHIBOPOTKE KPOBH
Hroro: : Ilnagmer Ha 96
HUCCIIeNOBaHMH 171

2. IloxasaTtesan (XapaKTepHCTHKH):

g;—)n TexHrYeckue XapaKTepHCTHKH
B mnabop Moxer BxomwTe oT 1 mo 5 wmukpomnmammeros KA.
1.1 MukporasneT [omkeH OpITs pasbopaemm 96-ryroursmM (12 cTpUmos mno
) BOCEME JIYHOK), IS IIPOBEICHUS IpOOHBIX IMOCTAaHOBOK
UMMYHODEPMEHTHEIM METOTOM.
12 KomigecTBo onpenenesuit (MCCeIOBaH]A) JODKHO COOTBETCTBOBATE
KOJMYECTRY JIYHOK IIIAHIIETOR.
PearenTsl u pacxonHbie MaTepHaisl B HaOope MOIDKHLI OBITH B IIOJHOM,
1.3 | mocTaTogHOM ¥ IENAMOM KOJHYECTBE, HEOOXOIMMOM IUIi [IPOBEIEHUA
JPOOHEIX TOCTAHOBOK.
1.4 UyBCTBUTENBHOCTD ¥ CIIEIEHIHOCTh KX moro Hadopa ue menee 100%.

3. TpeboBanusi, npeabIBIsIeMble K Ka4eCcTBY TOBapa, rapaHTHAHOMY CPOKY
(rogHOCTH, CTEPHIBLHOCTH)

3.1. CornacHo ayKIIMOHHEIM JOKYMEHTaM OPTaHu3aTopa.




