(TUTIOBAST) CTAHJJAPTHASI OTIEPALIMOHHA S TIPOLIEJTYPA
HOJ'Iy‘-ICHI/Ie CBC)Ke3aM0p0)KCHHOI>'I I1J1a3MBbI, O6pa6OTaHHOI>'I MCETHUJIICHOBBIM CMHUM

CTAHIMA (TUIIOBAST) CTAHIAAPTHAS KO-H:
HEPEJIMBAHU S KPOBU OITEPALIMOHHAA TTPOLUEYPA JIUCT: 1 BCEI'O: 5
OBJIACTU
HA3BAHUE: Ilonydenune cBexe3aMOPOKEHHON IIa3Mbl, 00paboTaHHOM OPUI'MHAJI
METHJICHOBBIM CHHUM KOITUS Ne
HeticTByer c: 3ameHseT: [Ipuunna nepecMoTpa: JATA CIEAYIOIIEIO
COII Ne ITEPECMOTPA:
COCTABUIIL: COI'JTACOBAUJI: YTBEPIWJI:

1. Haznauenue.
Onrcath MOPSIOK MOJYYCHHUS CBEKE3aMOPOKECHHOM T1a3Mbl, 00padoTaHHON
METHJIEHOBBIM CHHUM.

2. Ilepconan
CoTpyIHUKHU OTAEIEHUS 3aTOTOBKU KPOBU

3. CoxpaueHus

MC — MeTHIIeHOBBIN CUHUI

C3II — cBexke3aMOpOKEeHHAas 1ia3ma

MC-C3II - cBexxe3amopokeHHas T1azmMa, 00padoTaHHas METUIICHOBBIM CUHUM

4. Ilpouenypa

| OTAN JIETAJIU UHO®OPMALIUS |
1. Or6op C3II ms 1.1. Oro6pats no3e1 C3I1 mis N3 Mopo3uibHUKa
00padoTku MC o0pabdotku MC

1.2. Onpenenute HOMEpa 103,
NoJJIeKaIUX 00padoTKe
HEMEJIEHHO

1.3. 3Bneun 10361 U3
3aIIUTHBIX KOHTEHHEPOB

1.4. IIpoBepuThb:

- 00BbEM ILIa3MBI B IIpECIax [Tna3ma nHOTO OOBEMA
235-315 mn HE TIOJICKHAT 00paboTKe
MC

- HaJTu4ue TPyOKH IS
COEIMHEHNU Y KOHTEMHEPA
- OTCYTCTBME XHJIE3a B 103€
- OTCYTCTBHUE BO31yXa B
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| OTAIN

JNETAJA

NHOOPMALIUA

KOHTEUHEpE

2. PazmopaxxuBanue
TUTa3MBl

2.1. BHecTu HOMEpa TOHAIWH,
noiexxamux oopadorke MC B
MIPOTOKOJI

2.2. 3arpy3uth 10361 C3I1 B
armapar JUIs pa3MOpaKuBaHUS
IJIa3MBI

2.3. BemoaHuts
pa3MOpaKUBaHUE JIA3MbI

2.4. N3Bieus no3el C311 u3
amrapara Jijisi pa3MOpaKuBaHUs
IJIa3MBI

COII na 3anucu ¢
UCIIOJIb30BaHUEM IITPUX-
KoJa

COII na
pa3MopakxvuBaHUE
IUIa3MBI

3. IloaroroBka
KOHTCHHEPOB IS
06padotku MC

3.1. [IpoBepuTh 1IETOCTHOCTH
cucteMsl ¢ MC

3.2. 3aKpBITh 325KUM MOCIIE
dbunbTpa [nasmadiexc

3.3. IIpucoeAMHUTDH CUCTEMY C
MC k kOHTENHEPY C
Pa3sMOPOKEHHOU IIA3MOM

3.4. BHECTH HOMEDP CUCTEMBI C
MC B npoTOKOII

3.5. Pacniedaratpb pabouyto
ATUKETKY Ipoliecca
WHAKTUBALIUU

3.6. ITpukpenuts pabouyro
ATUKETKY IpoIlecca
WHAKTUBAILINY B JIEBOM BEpPXHEM
yIJIy OCHOBHOM 3TUKETKHU
KOHTEMHEpA I IEPEHOCA

Hcnons3yercs annapar
JUISL CTEPUIIBHOTO
COEJIMHEHHUSI TPYOOK
COII na 3anucu ¢
UCIIOJIb30BaHUEM IITPUX-
Koja

4. O6paboTka
1a3Mel MC

4.1. ITonBecUTh KOHTEUHED C
I1a3MOoM 3a TOUKY MoJiBeca Ha
OCHOBAaHUM KOHTEHHEpa, YTOObI
JIMHUA TIEPEeHOca BUCENa
CBOOOJIHO

4.2. Cnomats kanroo (OC)
4.3. 3anucarh HaYaja0 BPEMEHU
(bunbTpali Ha OCHOBHOM

B otcyrcTBre mTamma «KoHTpommpyemasy, JaHHas KON KBATU(HUIUPYETCS KaK HEKOHTPOJIHpyeMast

Agtop (b1): E.B.2Kubypr

cTp. 2 m3 5



(TUTIOBAST) CTAHJJAPTHASI OTIEPALIMOHHA S TIPOLIEJTYPA
HOJ'Iy‘-ICHI/Ie CBC)Ke3aM0p0)K€HHOI>'I I1J1a3MBbI, O6pa6OTaHHOI>'I MCETHUJIICHOBBIM CMHUM

| OTAIN

JNETAJA

NHOOPMALIUA

ATUKETKE KOHTEUHEPA C
TUIA3MOU

4.4. OTKpBITH 32KUM U JaTh
11a3Me Tedb uepe3 GUiIbTp u
TpyOKy ¢ Tabnerkoit MC B
KOHTEHHep aJis coopa,
CaMOTEKOM, IPU KOMHATHOU
TeMIeparype

4.5. Yoenutbcs, 9To TabNeTKa
METHUJICHOBOTO CHHETO
MOJTHOCTHIO CMbITa B KOHTEHUHED
it cOopa, U YTO (QUIBTP
IJIa3MbI ITYCT (BEPHYJICS K
HCXOJHOM MIIOCKOM opme)

4.6. Mgarko W  TIIATEIBHO

nepeMeInaTh asmy,
yOeMBIINCh, 4YTO  TabieTka
METUJIEHOBOTO CUHETO

MOJIHOCTBIO PACTBOPHUIIACK.
47. BplgaBuTh BO3AYX U3
KOHTEHMHEpa ¢ IUIA3MOW B
TpyOKy nepeHoca

4.8. 3amasate TpyOKy OKOJIO
KOHTeWHepa ¢ masmon B 10 cm
oT KoHTeWHepa ¢ MC, He
JoMmycKast ~ oOpaTHOro  TOKa
J1a3Mbl 110 TIEPEXO0THON TPyOKe.
4.9. IIpoBepuTh  KayecTBO
repMeTHU3aIuu.

4.10. YO6eauthbCcs, 4YTO BpeMms
bunbTpanu ObUIO HE MEHee 5
MUHYT 1 HE Oosiee 60 MUHYT

4.11. YOenutbcs B OTCYTCTBHH
Ta0JIETKM METHJIEHOBOI'O CUHETO
B TpyOKe

Bpamenue mexnay

YKa3aTCJIbHBIM U

OOJIBIINM ITaJIbIIEM

l'apanTrs MUHUMAIBHOU

IMOTCPU IJIa3MbI

[Ina3zma, Bpemst

bunbTpauu KOTOpou

BBIXOJHUT 3a OTH

peAeIbl, J0JDKHA ObITh

yaaneHa

5. WnmomMmuBnanus

5.1. 3arpy3uTh KOHTEHHEp C
11a3MoM B MakoTpOHUK
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‘ ITAII AETAJIN NHOOPMALIUA

5.2. Bemomnants nimroMuHanuio | COII Ha minmroMuHAIMIO
5.3. MapkupoBarb KoHTeiHep | UHCTpyK1Ms K

IocJe WJUTIOMUHAIUMY | MaKOTpOHUKY
ATUKETKOMH, OTIICYaTaHHOM
MaxkoTpoHUKOM

5.4. JIOKyMEHTHPOBATH

HWIIJIFOMHUHAIIMIO B IIPOTOKOJIC

6. Ynanenue MC uz | 6.1. AkKypaTHO nepeMelarh
J1a3Mbl na3my

6.2. IlogBecnTb KOHTEHWHEpP C
IJIa3MOM 3a TOYKY MOJBECa Ha
OCHOBAaHUM KOHTEHHEepa, 4TOObI
auHUs nepeHoca ¢ bmodrieke u
KOHTEHHEepoM Jj1si cOopa BHUCena
CBOOOTHO

6.3. CioMaTh KaHIOJIO B JUHUH
neperoca kK birodnekc

6.4. Ilo3BonuTh mJa3Me TeEYb
yepe3 bmrodiexkc B KoHTeiHEp

it cOopa

6.5. lIlocne  omycromeHus
bmodnekc (BepHyJICS K
HUCXOJHOM  IUIOCKOH  dopme)
BBIJIABUTH BO3/YX u3

KOHTEWHEepa ¢ IUIa3MOW B
TpyOKy mepeHoca

6.6. 3anasTe TPyOKy

6.7. Y 1aJiuTh MyCTOM KOHTEHHEP
u biodnekc

7. Ot6op obpasmoB | 7.1.  Ilpu  wHeoOxomumoctu | COII Ha oT6G0Op 0Opa3moB
JUTSL KOHTPOJIS 0TOOpAaTh o0Opas3Ibl JUIS | JUTSL KOHTPOJIS KauyecTBa
Ka4yeCcTBa IJIa3Mbl KOHTPOJISI KayeCTBa IUIa3MBI. | IJIa3MbI

Ecom Takoii HEOOXOAMMOCTH
HET — IEPEUTH K dTary 8.

8. BzgemmBanne n | 8.1. Onpenennts Bec no3p1 MC- | COII Ha onpenenenune

MapKUPOBKa C3I1 BECA JI03bI TIA3MBbl
8.2. IIpuxpenuts stuketky MC- | COIl Ha MapKupOBKY
C3I1 JI035I TUIa3MbI

9. 3amopaxxuBanue | 9.1. 3amopo3utrs MC-C3I1 COII Ha 3amopaxuBaHue
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‘ ITAII JAETAJIN NHOOPMALNUA
J1a3Mbl

10. ITepenoc B 10.1. ITomectuts MC-C3II na | COII Ha xpanenue
XpaHUJIUIIIE XpaHEeHUe TUTa3MBI

5. Jluteparypa

1. Cucrema wuHakTuBanmuu BHpycoB B mmnasme kposu MACOTRONIC c
OpUHAAIEKHOCTIMU  npou3BojacTtBa komrmannn MACOPHARMA S.A.
(Opannus), Peructpaunonnoe yaoctoBepeHue denepanbHOl CiyxkObl MO
HaA30py B cdepe 31paBooxpaHeHuss U counanbHoro pazsutusi ®C Ne2006-
822 or 30 mas 2006 r., Ceprudukar coorBerctBusi ['OCT P NePOCC
FR.VIM02.B13949 ot 09.06.06.

2. Cuctembl ansg cOopa M XpaHEHUsS KOMIIOHEHTOB KPOBH IIPOM3BOJICTBA
kommanun  MACOPHARMA  S.A. (®pannus), PerucrtparnmonHoe
ynocroBepenue  DenepanbHoit  chmy:kObl 1o Hag3opy B cepe
3apaBooxpaHeHus U conuanbHoro pa3Butus @C Ne2006-821 ot 30 mas 2006
r., Ceprudukar coorBerctBus ['OCT P NePOCC FR.MMO02.B13950 ot

09.06.06.
6. Pacnipenenienue nannoit COIIL
IKzemnisap Iloopa3zoenenue
Opurunan Otaen rapaHTUM KayecTBa
Komnus 1 Otaenenue 3aroTOBKU KPOBU
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