Pazoen VI Ipynna 30

['pynna 30

dapmaneBTHYECCKAS POAYKIUSA
IIpumeyanus:

1. B nmannymo rpymmny He BKJIIOYAIOTCS:

(a) mumieBble TPOAYKTHI WJIM HAMUTKUA (Takue Kak JIMETHYCCKHUE, TUAOCTHUCCKUE WU
oOoraiieHHble MUTATEIbHBIMH JI00aBKAMU IHUIIEBBIC TPOAYKTHI, MHUIIEBbIC J100aBKH,
TOHU3UPYIOIINE HANUTKA W MHHEPAIbHBIE BOJBI), KPOME IHTATEIbHBIX MPENapaToB s
BHYTPHBEHHOTO BBeacHMS (pasmen IV);

(0) mpemapatel, Takue Kak TaOJETKH, JKEBATEIbHAs PE3WHKA WJIM IUIACTBIPU (TpaHCAEepMalbHBIC
CHCTEMBI), NpPEJHA3HAYCHHbIE A TOrO, YTOOBI IIOMOYb KYpPHJIBLIMKAM OpOCUTb KypHUTb
(roBapnas noszunus 2106 unu 3824);

(B) crienMaabHO KaJbIIMHUPOBAHHBIC WJIM MEJIKO H3MEJIbYCHHBIC THMIICHI JJIsI MCIONb30BaHUS B
cromaToJioruu (ToBapHas no3uuus 2520);

(r) BOomHBIC IUCTHIUIATBI HMJIM BOJIHBIC PAcTBOPbI S(GHPHBIX Macel, MpeAHAa3HAYCHHbIC IS
MCIIOJIb30BaHUs B MEAMIIMHCKUX LesIX (ToBapHas nmo3uuus 3301);

(m) mpemapatel ToBapHBIX mo3uimii 3303 — 3307, maxke ecid OHH O0JAaJAOT TEPAIIEBTHUYECCKUMHU
WK TPO(PHIIAKTUYECKUMU CBOWCTBAMU;

(e) MputO WJIM JpyrHe TPOAYKTHI TOBapHOW mo3unuu 3401, comepikaiiue MeITUKaMEHTO3HBIC
no0aBKu;

(x)cpencTBa Ha OCHOBE TMIICA JJIsl MCIOJB30BaHUS B CTOMATOJOrWU (ToBapHas mosuius 3407);
W

(3) anpOyMHH KpOBM, HE MOATOTOBICHHBIN [UISi HCIOJNB30BAHUS B TEPANCBTUUECKUX WIIH
npoduIaKTUYecKuX Lensx (ToBapHas nozuuus 3502).

2. B Toapnoit nozunuu 3002 TepMuH "MMMYHOJIOTMYECKHE MPOAYKTH" MPUMEHHM K MENTHIaM U
O0enkaM (KpoMe TOBapoB TOBapHON mo3ummu 2937), KOTOpble HENOCPEACTBEHHO BOBIIEUEHBI B
peryaupoBaHie UMMYHOJIOTHYECKUX MPOLIECCOB, TAKUM KaK MOHOKJIOHanbHble aHTHTEna (MAB),
(bparMeHTbl aHTHUTEJN, KOHbIOTAaThl aHTUTENI U KOHbIOTAThl (DparMEHTOB aHTUTEJ, WHTEPJIECHKUHBI,
unTepdepons! (IFN), xemoknHbl 1 HekoTOpbIe (hakTophl HeKpo3a onyxoiu (TNF), pakropsl pocta
(GF), remaronoatunsl 1 KosnoHuectumynupymomue daxkropst (CSF).

3. B roapubix no3unusax 3003 u 3004 u npumedannu 4 (r) K JaHHO# IPYIIIE CIEAYET TOHUMATb:
(a) Mo HeCMEIIaHHBIMU TPOAYKTAMHU:
(1) HecMenIaHHBIE POIYKTHI, PACTBOPECHHBIC B BOJIC;
(2) Bce ToBapsel rpymmbl 28 wiu 29; u

(3) mpocThie pacTUTENbHBIE SKCTPAKTHI TOBapHOH mo3unmu 1302, TOMbKO CTaHIapTU30BaHHBIC
WIM PaCTBOPEHHBIE B JIFOOOM pacTBOPUTEIIE;

(6) moa cMeIIaHHBIMU TIPOTYKTAMHU:
(1) xommouaHBIC PACTBOPHI U CYCIICH3UH (KPOME KOJUTOMIHOU CEPBI);
(2) pacTuTenbHBIE SKCTPAKTHI, MOJyYCHHBIC 00Pa0OTKON CMeceil paCTUTEILHOTO ChIPhS; U
(3) conu 1 KOHIIEHTPATHI, MOTyYEHHBIE BHITAPUBAHHUEM IIPUPOIHBIX MUHEPATLHBIX BOJI.

4. B rtoBapuyio mnozunuio 3006 BKIIOYAIOTCA JIMIIb CIEIYIOIIUE NPOIYKTHI, KOTOpBIE JOJKHBI
BKJIIOUATHCS B ATY M HU B KaKyl0 IpYTryl0 TOBapHYIO Mo3uiiuio HomeHkmarypsr:
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(a) crepuibHBIA XUPYPrHYECKHN KETTYT, aHAJIOTHYHBIC CTEPUIIbHBIC MaTePHAIbI JJIS HAJIOKCHUS
IIBOB (BKJIOYAsl CTEPWJIbHBIE PACCAChIBAIOIIMECS XUPYPIHMUYECKHE WM CTOMATOJOTHYECKUE
HUTH) U CTEPUIIbHBIC aIT€3UBHbBIE TKAHU JUJIS1 XUPYPTUUYECKOT0 3aKPBITUS PaH;

(6) crepubHas TAMUHAPHSI U CTEPUIIbHBIC TAMITOHBI U3 JIAMHHAPUH;

(B) crepuibHBIC paccacbIBaroILUECs XUPYprudecKue I CTOMATOJIOTUYECKUE
KPOBOOCTAHABIIMBAIOIINE CpelcTBa (F€MOCTAaTUKU); CTEPUJIbHBIE XUPYPrUYeCKUe HUIIU
CTOMATOJIOTUYECKHE aAr€3NOHHBIE OApPhEephl, PACCACHIBAIOIINECS MM HEPACCACHIBAIOIINECS;

(r) KOHTpacTHbIe MpenapaTbl I PEHTIeHOrpapuYecKuX OOCICIOBAHUA M JIUATHOCTHYCCKHE
peareHThl, TNpeAHA3HAYCHHBIC I BBEACHHUS OONBHBIM, SIBIISIONIMECS HECMEIIAHHBIMU
BEIIECTBAMH B JO3MPOBAaHHBIX (hOpMax WM BELIECTBAMH, COCTOSIIMMHU W3 JIBYX WU Oojiee
KOMITOHEHTOB, CMEIIaHHBIX JJIsI TOJOOHOTO UCIIOJIb30BAHNUS;

(m) peareHTBI AJ151 OTIPEICIICHUSI TPYIIIBI KPOBH;

(e) 3yOHBIE 1LEMEHTBI M TMPOYHE MaTepuajgbl JUid IUIOMOMPOBaHUS 3yOOB;, IIEMEHTHI,
PEKOHCTPYUPYIOIIKE KOCTb;

(x)caHUTapHBIC CYMKH U HA0OPBI [Tl OKa3aHHsI IEPBOM TIOMOIIIH;

(3) xMMHUUECKHEe KOHTPALCTITUBHBIC CPE/ICTBA HA OCHOBE TOPMOHOB, IIPOYUX COCIHHEHUI TOBAPHOIT
no3uuuu 2937 uim cnepMuLuIoB;

() mpeniapathl B BUIE Telisl, IPEAHA3HAYCHHBIC /IS UCIIOJIb30BAHUS B MEULIUHE HJIM BETCPUHAPHU
B KayecTBE CMa3KW IS YacTel Tella NpPU XHUPYPrUYECKHUX ONepanusx Wid (U3NIECKHX
UCCICNOBAHMUAX WIM B KayeCTBE CBA3YIOLIEIO AareHTa MEXIy TEJIOM M MEIULMHCKUMHU
UHCTPYMEHTAMY;

(x) HempuroaHbIe GapMareBTUIECKUE CPEACTBA, TO €CTh (PapMaIeBTUIECKUE MPOAYKThI, KOTOPHIE
HE TIPUTOAHBI JJISI UCIIOJIB30BAHUS 110 MEPBOHAYAIHLHOMY Ha3HAYEHUI0, HAIIPUMED, BCIIEICTBUE
UCTEUCHUS UX CPOKA FOJTHOCTH; U

(1) mpucmocobieHus,  WACHTUDUIMPYEMble  KaK  MPUCIOCOOJCHHUS  JUII  CTOMHYECKOIO
HCIIOJIb30BaHUs, TO €CTh KOJIOCTOMHBIE, MJIEOCTOMHBIE U YPOCTOMHBIE MEILIKH, Pa3pE3aHHbIE 110
dbopme, U UX JIUTKKE TUTACTUHBI WJTH JINIIEBBIC YaCTH.

IIpumeyanus k cyono3unmusam:
1. B cybnozunusax 3002 13 u 3002 14 cnenyer moHUMATh:

(a) mox HecMeIIaHHBIMH TPOJYKTaMH — YHCTBIC MPOAYKTHI, COACPIKAILINE WIA HE COJCpIKAIHe
MIPUMECH;

(0) mox cMemaHHBIMH MTPOAYKTAMHU:

(1) mpoaykThl, yka3aHHbIE BBILIE B IYHKTE (a) pacTBOPEHHbIE B BOJE WU B JIPYruX
pPacTBOPUTEIIAX;

(2) mpoaykThl, ykazaHHble Bbllle B NyHKkTax (a) u (0) (1) ¢ mobaBrmeHuem crabuinusaropa,
HE00XO0AUMOTO ISl UX COXPAHEHUS WM TPAHCTIOPTUPOBKHU; U

(3) mponyKThl, yKa3zaHHBIE BbIlIE B MyHKTax (a), (0) (1) u (6) (2) ¢ moboit npyroii 100aBKOM.

2. B cybnosumuu 3003 60 u 3004 60 BriIOuUarOTCs JIEKAPCTBEHHBIE CPEICTBA, COJAEpIKAIINe
apreMu3uHuH (INN) s npuema BHYTpp B KOMOMHAMU C JApYyruMHu  (GapManeBTUYECKUMU
aKTHUBHBIMHU BEIIECTBAMU WJIM COJEpKallhe JI000H M3 CIEAYIOIINX AaKTUBHBIX (JI€HCTBYIOIINX)
BEIIECTB, KOMOWHUPOBAHHBIX WM HE KOMOWHHUPOBAaHHBIX C JAPYTHUMH (apMareBTUICCKHUMA
aKTUBHBIMHU BemecTBamu: amonuaxuH (INN); apTennHOBas KHCIOTa WA €€ COJH, apTeHHMOII
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(INN); apremorun (INN); apremerep (INN); aprecynar (INN); xunopoxun (INN);
muruapoapremusuauH  (INN); nmymedantpun (INN); medmnoxun (INN); mumepaxun (INN);
nupumetamuH (INN) wm cynbsdanokcun (INN).

OBIIME ITOJIOXKXEHUA

B nanHyro rpynmy BKIIOYAOTCA IETHJIMPOBAaHHBIE IPOAYKTHI, COCTOALIME M3 IOJIMMEPOB
nomuaTIIeHrukonss  (mnu [1000), cBsA3aHHBIX C  (apMaleBTUYECKMMU cpeacTBamu rpymmbsl 30
(HarmpuMep, GYHKUMOHAIBHBIMH O€JIKaMU U MeNnTHAaMH, (parMeHTaMy aHTUTEN) IS MOBBILICHUS UX
3¢ HEKTUBHOCTH KaK JIGKAPCTBEHHBIX IpenaparoB. [lermnupoBanHble MPOIYKTH TOBAPHBIX MO3MLIUI
JAHHOM IpyMIbl BKIIOYAIOTCA B TY K€ TOBApPHYIO IMO3ULMIO, YTO M UX HENETMIMPOBAHHBIE (POPMBI
(marmpumep, neruatepdpepor (INN) roBaproii mosunuu 3002).

3001 Kenae3nl u po4Yue opraubl, NpeIHaAa3HAYCHHDBIC IJI OPraHoTeépanuu, BbICYIICHHLIC, HE
U3MEJBYCHHBIC WM U3MEJIBYCHHBIC, B TOM YHCJI€ B MMOPOUIOK] IKCTPAKTDI KE€JI€3 UJITH
MPOYHX OPraHoB MJIN HUX CEKPETOB, MPECAHAZHAYCHHBIC 1JII OPraHOTEPAllUM; IClIapuH
H €ro COoJu; Mmpo4yMe BeElIECTBA YECJI0BCYCCKOIo HMJIH KUBOTHOIO ITPOUCXOKIACHUA,
MOATrOTOBJCHHBLIC NJH HMCII0JIb30BaHUS B TCPANCBTUYCCKHUX HJIH l'[pO(l)I/IJIaKT]/I'leCKI/IX
nejasax, B APyromM Mecre He NIOMMCHOBAHHBIC HJIK HE BKIIIOYECHHBIC!

300120 —»3KcTpaKTHhI HKejle3 UM MPOYHUX OPraHOB WJIH X CEKPETOB
300190 - mpoume

B naHHy!0 TOBapHYIO MO3ULMIO BKJIIOYAKOTCS:

(A)’ene3pl M TMpoYHe OPraHbl >KMBOTHOrO TMPOMCXOKIEHHS, MNpelHA3HAYEHHbIE s
opraHorepanum (Hampumep, MO3T, CIIMHHOW MO3T, MEY€Hb, MOYKH, CEJIE3E€HKA, MOKETyI0YHAs
JKeyne3a, MOJIOUHBIE JKeNe3bl, SWYKH, SUYHUKH), BBICYIICHHbIC, HE W3MEIbYCHHBIC WU
M3MEJIbUYCHHBIE, B TOM YHCJIE B TTOPOIIIOK.

(b) DxeTpakThl :Kesie3 WM TPOYMX OPraHOB WM HMX CEKpPeToB, NpelHA3HAYEHHbIE IS
OpPraHoTepanyu, IOJy4aeMbl€ SKCTPAKIUEW PACTBOPUTENIEM, OCAXKICHHUEM, KOAryJsalUed WIN
JTHO0BIM JIPYTHM CIOCOOOM. DTH KCTPAKThI MOTYT OBITh B TBEPAOM, MOJIYTBEPJOM HIIU KUIKOM
COCTOSSHUM WJIM B BHJIE pacTBOpa WM CYCIEH3MM B JIIOOOW cpene, MPUTOTHOM JUIsl UX
KOHCEPBALIMH.

OpFaHOTepaHGBTH‘IGCKI/IC OKCTPAKThI CCKPETOB KCJIC3 UJIN OPraHOB BKIIFOYAIOT SKCTPAKT KCJTYH.

(B)Temapun m ero coam. I'emapuH COCTOMT H3 CMECH CIOXHBIX OpPraHMYECKHX KHCJIOT
(MykononucaxapuaoB), MoJy4yaeTcss M3 TKaHel wmuekonuTatrommx. Ero coctaB m3MeHsercs B
3aBUCUMOCTH OT IIPOUCXOXKACHUS TKaHel. ['erapuH 1 ero coiam HaxoJAT OCHOBHOE MPUMEHEHHE B
MEJMIIMHE, B OCOOCHHOCTH B KaueCTBE AHTUKOAryJSHTOB KpoBU. OHU BKIIIOYAIOTCA B JAHHYIO
TOBapHYIO NO3ULUI0 HE3aBUCUMO OT CTEIIEHU UX aKTUBHOCTH.

(I') K npounm BemiecTBaM 4e/10Be4eCKOr0 MJIH KUBOTHOIO NMPOMCXO0KICHNS, MPeJIHA3HA4YEeHHbIM
AJS  TepaneBTHYeCKHX WM NPOPMIAKTHYECKHUX IeJIeil, He INOMMEHOBAHHBIM MJHM He
BKJIIOYEHHBIM B Jpyrue OoJsee cnenuduyeckue ToBapHbie nosuuuun HomeHkiaatypsl,
OTHOCATCS:

(1) KpacHblii KOCTHBIIT MO3I', KOHCEPBUPOBAHHbII B TIHIIEPUHE.

(2) 3MenHbIii WM MYEJTHHBIH I, TOCTABJISIEMBbIH B BHJIE CYXHX XJIONbEB, U HEMHUKPOOHBIC
KPUIITOTOKCHHBI, OJTy4ae€MbI€ U3 TAKUX 5JI0B.
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OTH TNPOAYKTHI, YyNOMsHYyTble Bblle B nyHKTax (1) m (2), pacdacoBaHHbIE B BHIE
J03UPOBAHHBIX JIEKAPCTBEHHBIX (DOPM MM B YIAKOBKH JUIsl PO3HUYHON IPOJAXH, BKIIOYAIOTCA
B TOBapHYI0 no3uuuio 3004.

(3) KocTHble TKaHM, OpraHbl H MNpoYHe TKAHH 4YeJI0BEYECKOr0 WJIH KHBOTHOIO
NMPOMCXOKIEeHUsl, KaK B WHTAKTHOM BHUJE, TaK U KOHCEPBHPOBAHHBIC IS MEPMaHECHTHOU
TpPaHCIUIAHTAIIMM MJIM WMIUIAHTAI[UH, ITOCTABJISIEeMbIe B CTCPUJIBHBIX YITAKOBKAX, KOTOPBIC
MOTYT OBITh CHAOKEHBI YKa3aHUSIMH OTHOCUTEIHHO CIIOC00a TPUMEHEHHUS, U T.]I.

B JAHHYI0 TOBAPHYIO IIO3ULIMIO HE BKJIIOYAKOTCS:

(a) Kene3bl U MPOYUE OPTaHbl KUBOTHBIX, CBEXKHE, OXJIAXKICHHBIE, MOPOXKEHbIE MK 00paboTaHHbIE UHBIM CIIOCOOOM IS
KpaTKOBpeMeHHOTO Xxpanenus (rpymma 02 wu 05);

(6) sxemub, B TOM gnciie cyxas (ToBapHas mo3umusi 0510);

(B) OTHENBHBIC COEAMHEHMS ONPENECICHHOIO XHMUYECKOTO COCTaBa M NPOYHME NPOAYKTHl IPyHmbl 29, MOIydeHHBIC
00paGOTKOM HKCTPAKTOB JKeJie3 WIIM MPOYMX OPTaHOB, HANPUMEP, AMHHOKHCIOTHI (TOBapHas mo3uuusi 2922),
BUTaMUHBI (TOBapHasi mo3unusi 2936), ropMoHbI (ToBapHast mo3unusi 2937);

(r) genoBeueckasi KPOBb, KPOBb KUBOTHBIX, IPUTOTOBJICHHAS ISl HCIIOJIB30BAHMUS B TEPAIIEBTHUECKHX, TPO(IIAKTHIECKIX
WIN JUarHOCTUYECKMX UENsX, W CHIBOPOTKM HMMYHHBIC, WJIM aHTHCBIBOPOTKH, (BKJIIOHYas cHeunugpuyeckue
UMMYHOTJIOOYJIMHBI), U TIpoYre (pakiuy KpoBH (HapuUMep, "HOpMajibHble" CHIBOPOTKH, YEIOBEYECKUII HOPMabHBIN
HMMYHOTJIO0YHH, ia3ma, pubpuHoreH, Gpudpun) (ToBapHas nmo3uuus 3002);

() KIeToYHBIE KyIbTYpPhI (TOBapHas no3umus 3002);

(¢) mpooyKTBI, HMEIOIIHE XapaKkTep JIEKAPCTBEHHBIX  CpeAcTB, ToBapHoii mo3umuu 3003 wm 3004
(CcM. COOTBETCTBYIOIINE MOSICHEHHUS );

(k) T00yMHBl W (pakuuK TIOOYIMHOB (KpOoMe TIJIO0YJIMHOB KPOBH MM CHIBOPOTKH), HE NpeIHa3HaYCHHBIC IS
UCIIOB30BAHMS B TEPAEBTHYCCKUX WK NPOPHIAKTHISCKUX LeIsX (ToBapHast mo3uuus 3504);

(3) depmenTs! (ToBapHas no3unus 3507).

3002 KpoBb uesioBedeckasi; KpPOBb SKMBOTHBIX, NMPUIOTOBJIEHHAs [IJIA MCHOJb30BAHUA B
TepaneBTHYECKNX, NPOPUIAKTHYECKHX WIH JTHATHOCTHYECKHX IeJAX; CHIBOPOTKH
WMMYHHble, (pakKUHM KpPOBH TPOYMe ¢  HMMYHOJOTHYECKHEe  TPOAYKTHI,
Mo (pUIMPOBAHHbIE WM HeMOAU(PUUMPOBAHHDbIE, B TOM 4YHCJ/Ie MOJy4YeHHbIe MeTOIaMH
OMOTEXHOJIOTHH; BAKIIUHBI, TOKCHHBI, KYJIbTYPbl MUKPOOPTaHU3MOB (KpoMe IPOsKiKeil) U
aHAJIOTHYHbIE TPOAYKTHI (+):

— CBIBOPOTKHM HMMMYHHBbIC, (DpaKkuuM KpPOBH MNpPOYHEe M HMMMYHOJIOTHYECKHE
NPOAYKTHI, MOAM(UIMPOBAHHBIC I HeMOAU(UUIHPOBAHHbIE, B TOM 4YHUCJe
NMOJIy4eHHbIC MeTOaMH OHOTEXHOJIOTHH:

3002 11 — — naGopbl AJsl AMATHOCTUKH MAJISIPUU
3002 12 —— cbIBOPOTKH HMMYHHBbIE M ()PAKIUHM KPOBH NpoYHe
3002 13 — — uMMYyHoOJIOTHYeCKHe NPOAYKThI, HeCMelIaHHbIe, He pac(acoBaHHbIe B BH/e

AO3MPOBAHHBIX JEKAPCTBEHHBIX (OPM WJIH B (POPMBI MM YNAKOBKH /I
PO3HHYHOM NPOAAKH

3002 14 — — uMMYyHoOJIOTHYEeCKHe TPOAYKThI, CMelIaHHbIe, He pacacoBaHHble B BHJe
J03MPOBAHHBIX JIeKAPCTBEHHbIX (OopM MM B (pOPMBI MJIM YNIAKOBKH AJIsl
PO3HHYHOM IPOAAKH

3002 15 — — uMMyHoJIOTHYECKHE TPOAYKTHI, pacdacoBaHHble B BHe J103MPOBAHHBIX
JIEKAPCTBEHHBIX (opM WM B (OPMBI WJIM YHAKOBKH I PO3HUYHOM
NPOAKHA

300219 ——npoune

3002 20 - BaKkuIMHBI 1JIA JIIO/A€i
3002 30 - BakUMHBI BeTepHHAPHBIE
300290 - mpoume
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B nannyto ToBapHYIO MO3UIUIO BKIFOYAIOTCS:
(A)YesoBeueckasi KpOBb (HaIpuMep, Y€I0BeUECKasi KPOBb B 3alasHHBIX aMITyjax).

(b) KpoBb  :KMBOTHBIX, NPHUIOTOBJIEHHAs /s HMCHOJb30BAHHS B TepaneBTHYECKHX,
NPoPUIAKTHYECKUX WM JMATHOCTHYECKUX LeJIsX.

KpOBL JKUBOTHBIX, HC IPUT'OTOBJICHHASA IJI1 TAKUX Heﬂeﬁ, BKJIIOYACTCA B TOBAPHYIO NNO3UIIUIO 0511.

(B) CbiBopoTKHM HMMYHHBbIe, (pPaKIMUd KPOBH MNpPOYHe M HMMYHOJOTHYecKHe TPOAYKTHI,
MOAU(UUMPOBAHHBbIE WIH HeMOAM(UUMPOBAHHBbIE, B TOM YHCJe MOJYYEeHHbIe MeTOAaAMM
OMOTEXHOJIOTHH.

OTU NPOAYKTHI BKIKOYAIOT:

(1) CoiBopoTKM HMMYyHHbIe ¥ (pPaKHUH KPOBHM MpoyHe, MOAM(PHUIHMPOBAHHBIE MK
HeMOAU(PUIIUPOBAHHBIE, B TOM YHCJI€e MOJYYeHHbIe METOIaMU OHOTEXHOJIOTHH.

CBIBOpOTKI/I — XKXHAKHUC (bpaKI_II/II/I, OTACIIICMbBIC OT KPOBH ITOCJIC CBCPThIBAHUS.

B nanHyr0 TOBapHYIO MO3MIMIO BKIO4aroTes, inter alia, ciexyromuye mpoayKThl, MOJyYeHHBIC
Ha OCHOBE KpOBHM  (BKJIOYAs COCYAMCTBIC OJHJOTEIHAIbHBIC KICTKH): «HOPMAIbHBICY
CBIBOPOTKH, YEJIOBCUCCKHI HOPMATbHBIH KMMYHOTJIOOYIUH, (Ppakiuu KPOBH U MX yCEUCHHBIS
BapuaHThl (4acTH) ¢ (QEPMEHTHBIMH CBOWCTBAaMH/aKTHBHOCTBIO, IUIa3Ma, TPOMOWH,
¢ubpunoren, ¢uOpuH W mpoune (HaKTOPBl CBEPTHIBAEMOCTH KpPOBH, TPOMOOMOYIIHH,
rJI00YJIUHBI KPOBH, CHIBOPOTOYHBIC TJIO0YJIMHBI M TEMOIVIOOWH. B TaHHYIO KaTEropuio Takke
BKITIOYAIOTCS MOJIU(DUIIMPOBAHHBIE TPOMOOMOIYIUHBI U MOJU(DUIIMPOBAHHBIE T€MOTIIOONHBI,
MOJTyYeHHBIE METOJaMU OWOTEXHOJIOTHH, Hampumep, coTpomOomoaynuH anbda (INN) u
tpoMOomonyuH anbda (INN), a Takke reMOrI00MHBI C MOMEPEYHBIMH CBSI3SIMH, TaKHE Kak
remorniooun kpocymapun (INN), remorno6un rimyramep (INN) u remornobun paddumep
(INN).

B nannHyro TOBapHYIO MO3ULHMIO TakXe BKIIOYAETCS aJbOYMUH KpOBU (Harpumep, aabOyMUH
4eJI0BEYECKOM KPOBH, IMOJyyaeMblil (ppakiimoHupoBaHueM (pakiuii KpOBU M UX YCEUEHHBIX
BapHaHTOB (4yacTeil) ¢ (hepMEHTATHBHBIMU CBONMCTBAMU/AaKTUBHOCTBIO, IJIa3Mbl LEIbHON
YeJI0BEYECKOM KPOBM), IPUTOTOBJICHHBIM [UIsl HMCIOJB30BaHUS B TEPANEBTHUYECKUX WIN
npOQUITAKTUIECKUX LEISIX.

CbIBOPDOTKM HMMYHHBIE TIOJIy4alOT M3 YEJOBEYECKOM KpPOBU WM KpPOBH JKUBOTHBIX,
00J1aJa0X UMMYHUTETOM WJIHM CIIEIHAIIBHO UMMYHU3UPOBAHHBIX MPOTHUB 3a00JIEBAHUN UITH
MATOJIOTUYECKNX COCTOSIHHM, BBI3BAHHBIX MMaTOT€HHBIMU OAKTEPUSMHU M BUPYCAMHU, TOKCHHAMU
WJIU aJUIepreHamMu U T.I. AHTHUCBIBOPOTKH MPUMEHSIOTCS I JIeUeHUsT T Tepuu, TU3EHTEPUH,
TaHTPEeHbl, MEHUHTUTA, MTHEBMOHHH, CTOJIOHSKA, CTAUIOKOKKOBBIX MM CTPENTOKOKKOBBIX
WH(EKIUHA, 3MEUHBIX YKYCOB, OTPABICHHN PACTUTEIbHBIMU SJIaMH, AJJIEPTUYECKUX
3a005IeBaHUN U T.M. AHTHUCHIBOPOTKH TaKkKe MPUMEHSIOTCS B TUATHOCTHYECKUX IENSIX, B TOM
guciae B Tecrtax N Vitro. Croenuduyeckre HMMYHOTJIOOYIMHBI TPEACTABISAIOT OO0
OYMILIEHHBIE TIPenapaThl HA OCHOBE aHTUCHIBOPOTOK.

B naHHy0 TOBapHyIO NO3MLIMIO He BKJIIOYAIOTCH albOyMHH KPOBH, HE IIPUTOTOBJIEHHBIH IJISi HMCHOJB30BAHUS B
TEpaNeBTHYECKUX WIN NPO(MIaKTHIECKUX HelsixX (ToBapHas mo3unmst 3502), wim rao0ynuHsl (KpoMme TI00yIMHOB KPOBH
U TII00YJIMHOB CHIBOPOTKH KpoBH) (ToBapHasi mo3uuus 3504). B naHHyro TOBapHYyIO MO3MIMIO TAaK)Ke He BKJIIOYAIOTCS
JICKapCTBEHHBIE CPEJICTBA, KOTOPBIE MOIY4alOT HE U3 KPOBU, HO KOTOPBIE B HEKOTOPBIX CTpaHaX Ha3bIBAKOTCS "CHIBOPOTKH"
WIH "UCKYCCTBEHHBIE CHIBOPOTKH'"; OHH BKJIIOYAIOT U30TOHMYECKHE PACTBOPBI Ha OCHOBE XJOPHJA HATPUS UM APYTUX
XMUMHUYECKUX COCTUHEHWH W CYCHECH3MM I[BETOYHOW NBUIBIBI, KOTOPHIE NPUMEHSIOTCA AN JICUEHHS aUIePrHYeCKHX
3abosieBaHuUi.
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(2) AMmyHoJOTHYECKHE TPOAYKTbI, MOAM(UIMPOBAHHBIE WJIH HeMOAN(UIMPOBAHHBIE, B
TOM 4HcJIe 0Jy4eHHbIe MeTOoAaMHi OHOTEeXHOJIOTHH.

HpOIIyKTbI, KOTOPBIC MPUMCHAKOTCA B AUATHOCTUUYCCKUX WA HpO(I)I/IJIaKTI/I‘-IeCKI/IX OoeisaxX U B
HMMYHOJIOTHYECKHUX TECTaX, TAKXKEC CUHUTAIOTCA IMPOAYKTaMH HaHHOﬁ KaTeropuu. Onn MOI'yT
HMCTD CIICAYIOIIHEC OIMPCACIICHUA:

(a) moHoOKJIOHAJBLHBIE aHTHTeNa (MAB) — crnenuduyeckue HWMMYHOTJIOOYIMHBI U3
CCJICKTUPOBAHHBIX W KJIOHHUPOBAHHBIX THOPUIOMHBIX KJIETOK, KYJbTUBUPOBAHHBIX B
KYJIbTypaJIbHOW CpeJIe WIIH aCIUTax;

(0) pparmenTbl aHTHTEN — (QparMeHTHl OCJIKOB AaHTUTEN, TOJy4YEeHHBIE HAIpUMED,
crienuduyeckuM (HepMEHTATHBHBIM pacUIeIUIeHHEM. B TaHHYI0 KaTeropuio BKIIOYAIOTCH,
inter alia, onHorenoyeunsie (SCFV) anTuTeNa;

(B) KOHBIOTATHI AHTUTEJ U ()PArMEHTOB AHTUTEJ — KOHBIOTATHI, COAepkKalllne, 1Mo KpaHen
Mepe, OIHO AaHTUTENO WM (parMeHT aHTuTena. [IpocTedmmMu THUIIAMU  SIBISIFOTCS
cleyroIre KOMOMHAIINN:

() aHTHTENO — aHTUTEIIO;

(ii) dparment anTuTeNna — parMEeHT AaHTUTEIIA;
(iii) anTHTENO - PpArMEHT aHTHUTEA,;
(iv)anTHTeno — nmpodasi CyOCTaHIHS;

(V) dparmeHT aHTHTENA — TIPOYAsi CYOCTAHIIUSL.

Konbtorarel TtumnoB (iv) u (V) BKIIOYAIOT, Hampumep, (EepMEeHTHl (HAmpUMep, MIEIOYHYIO
docdarazy, mnepokcumazy wiaM Oera-TalakTo3uaa’y) WIM KpacuTelu ((IyopeciuH),
KOBQJICHTHO CBSI3aHHBIC C OCJKOBBIMH CTPYKTYpaMHu, TPUMCHSEMBbIC JIJIS  PEaKIHi
HEIOCPEICTBEHHOTO OOHAPYKEHHUS.

B nanHHyr0 TOBapHYIO MO3UIMIO TaKKe BKIIIOYAIOTCS UHTepielkuHbl, uHTepdeponsl (IFN),
XEMOKMHBI U HeKoTopble QakTopel Hekposza omyxonu (TNF), d¢akroper pocta (GF),
reMaToNO3THHBI U KoJoHuecTuMyupyromue gaxktops! (CSF).

(I') BakuMHbl, TOKCHHBI, KYJbTYPbl MHKPOOPraHU3MOB (KpoMme ApOx:Keil) M aHAJIOTMYHbIE
NPOAYKTHI.

Takue NpoayKThl BKIIFOYAKOT:
(1) BakuuHsbI.

CamMble TUNUYHBIE BAaKIMHBI MPEACTABIAIOT CO0OW MpopUIAKTHUECKHE Mpenaparhbl
MHUKPOOHOTO NMPOUCXOXKJICHUS, COJepKAIIe WM BUPYCHI, MM OAKTEPUH, CYCIIEH3UPOBAHHBIE
B (pU3MOJIOTMYECKOM pacTBOpe, Maciie (JUIOBAKIMHBI) WM B JApPYTrux cpenax. Takue
npenaparsl OOBIYHO MOJBEPrHYTHl OOpabOTKE M CHWXKEHHS HUX TOKCHUYHOCTH TIpH
COXPAaHEHWH HUMMYHOJIOTHYECKUX CBOMCTB.

K npounm BakuuMHaM OTHOCATCS PEKOMOMHAHTHBIC, NMENTHAHBIE M YIJIEBOJHBIC BAKIIMHBI.
Taxune BAaKIIUHBI, KaK IIpaBUWJIO, COACPKAT AHTHUI'CH, PACIIO3HABAECMYIO YaCTb AHTHUI'CHA HIIN
TeHHBIH KOJ| 17151 pacliO3HaBaeMON 4acTH aHTUreHa (MeNTUIbl, PeKOMOMHAHTHI UM KOHBIOTAThI
Oenka u ap.). "Pacrmo3naBaeMas yacThb aHTHIe€HA" — 4YacTh AHTUIEHA, KOTOPas MHUIMHPYET
UMMYHOJIOTHUECKYIO PEakluIo opraHui3ma. J[eficTBHE MHOTHMX M3 ATUX BaKIMH HAIpaBJIEHO
IPOTUB OINpeAeNeHHOro BHpyca WM Oaktepuu. Takue BakIMHBI HUCIOJB3YIOTCS B
HpO(l)I/IJ'IaKTI/I'-IeCKHX HJIN TCPAINICBTUYCCKUX LCIIAX.
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B naHHyIO TOBapHYI0 MO3MIMI0 TaKKe BKIIOYAIOTCS CMECH, COCTOSIIME W3 BAaKIUH H
TOKCOUJIOB (HampuMep, BaKIIMHa MpOTUB nudTepuu, cToioHska u kokiroma (/CK)).

(2) TokcuHBI (s1/161), TOKCOUIBI, KPUIITOTOKCHUHBI, TPOTOKCUHBI (Hampumep, Torcanuiud (INN)) u
AQHTUTOKCUHBI. TOKCHUHBI JAHHOW TOBAPHOM MO3UIUU SIBIISIFOTCS MENTUIAMH WU MPOTEHHAMHU.
JlaHHbIC TOKCHHBI HE BKJTFOUAIOT aJIKAIOU bl (TOBapHasi mo3unus 2939).

(3) KyabpTypbl MHKPOOPraHu3MoB (Kpome ApOs:Keii). DTH KyJIbTyphl BKIHOYAIOT (BepMEHTEHI,
Takue Kak (epMEHTHI MOJOYHOKHCIOTO OpOKEHUS, KOTOPHIC HCIOIB3YIOTCS B IPOHM3BOJICTBE
KHUCJIIOMOJIOYHBIX MPOAYKTOB (Kedupa, HOrypra, MOJIOUHOM KHUCIOTHI), @ TaKKe BKJIIOYAIOT
(depMEeHTBl YKCYCHOKHCIIOTO OpO’KEHHUS, KOTOpBIC NPUMEHSIIOTCS B TPOHM3BOJICTBE YKCYCa;
MUKPOMUIIETBI JJIsi MPOM3BOJCTBA NEHULWUIMHA M JAPYIHMX aHTHOMOTUKOB; KYJbTYPBI
MUKpPOOPTaHU3MOB, HUCIOJB3YEMbIE€ B TEXHHUECKHUX ILENIAX (HAlpUMep, A CTUMYIUPOBAHUS
pocTa pacTeHui).

Monoko WM MOJIOYHAs CBIBOPOTKA, COJEpIKaIlpe HEeOONbINNE KOJIWYecTBa (DEPMEHTOB MOJIOYHOKHCIOTO OpOXKCHUS,
BKITIOYaroTCA B rpynmy 04.

(4) Bupycsl yesioBeKa, }KHBOTHBIX U PACTEHHIl U AHTHBUPYCHI.
(5) Bakrepuodar.

B nanHylo TOBapHYIO MO3HMIMIO TaKXKe BKIIOYAIOTCS TUATHOCTHYECKHE PEareHThl MHKPOOHOTO
NPOMCXOXKICHUS, KPOMe YIIOMSHYTHIX B mMpuMedaHuu 4 () K JaHHOH rpyIme — cM. TOBAPHYIO
no3uuuio 3006. B nanHylo TOBapHYIO MO3UIMIO He BKJKYAKOTCH HU (EpMEHTHI (ChIUY>KHBII
dbepmeHT, aMmuaza u ap.), JaKe ecl OHHM MMEIT MUKPOOHOE MPOUCXOXKIEHHE (CTPENTOKHWHA3A,
crpentogopHasa u ap.) (ToBapHas mo3ummusi 3507), HH MepTBbIe OJIHOKJICTOYHBIC
MHKpPOOPTraHU3Mbl (KpOME BakiuH) (ToBapHas mo3unms 2102).

(/1) InarnocTuveckue HaGOpbI.

JlnarHocTuyeckue HaOOphl BKIIOYAIOTCS B JAHHYIO TOBapHYIO IIO3MLIMIO, €CIM OCHOBHBIE
cBolicTBa Habopa OO0YCIIOBJIEHBl MPOAYKTaMU JaHHOW ToBapHOW mo3uiuu. OOmme peakuuy,
MIPOUCXOJAIIME TpPU NPUMEHEHHWH TaKuX HAOOpOB, BKJIOYAIOT AarrjlOTHHALMIO, OCaXJEHUE,
HeHTpaln3anuio, CBA3bIBAHNE KOMIUIEMEHTA, TeMarTIIOTHHALIMI0, IMMYHOCOPOEHTHBIN aHalu3 ¢
dbepmentnort wMetkoi (ELISA) w T.1. B manHy0 TOBapHYIO TMO3HUIMIO BKJIIOYAIOTCS
JMAarHOCTHYECKUEe HAOOphl JJs BBISBIECHUS MAJIpUM, OCHOBAaHHbIE HAa MOHOKJIOHAJIBHBIX
antutenax kK pLDH (makrtarnerunporenasa miaazmoans). OCHOBHBIE CBOMCTBA OINPENEISIOTCS TEM
KOMIIOHEHTOM, KOTOPBIH NMpHIaeT HauOOIbILIYIO CIENU(UIHOCTD MPOLeType TUarHOCTUKY.

[TpoaykThl JaHHOW TOBApPHOM MO3UIIMM BKJIOYAIOTCS CIOJa HE3aBHCHMO OT TOTo, pachacoBaHbI
OHHU WJIM HET B BUJIE I03UPOBAHHBIX (DOPM UITH B YIIAKOBKH JIJIsl PO3HUYHON MPOAAKHU U 7S IPOAAKHU B
KPYIIHOM WJIM MEJIKOW YIIaKOBKE.

Iloacnenue k cyonozuyuu.
Cybnoszuyusa 3002 13

Hecmemannble ”MMyHoJIOTHUECKUEe NMPOoayKThl cyOno3unuu 3002 13 Moryt conepxarb HpUMECH.
TepMuH —rmnpumecu NpUMEHSETCS UCKIIOYUTENILHO K BEIECTBaM, HAJMYHE KOTOPBIX B MPOIYKTaX
ABIISICTCA WCKIIOUYUTENBHO M HEMOCPEJICTBEHHO pe3yabTaTOM Ipoliecca IMPOU3BOJCTBA (BKIIOYAs
IPOIIECC OYUCTKH). DTHU BEIIECTBA MOJIyYarOTCs U3 JIIOOBIX KOMIIOHEHTOB, y4acTBYIOIIMX B IpoIiecce,
U, TJIaBHBIM 00pa30oM, SIBJISIFOTCS CIIEAYIOIIMMH BEIECTBAMMU:

(a) HemmpopearupoBaBIITNE UCXOTHBIC BEIIECTBA;
(6) mpumecH, MPUCYTCTBYIOININE B UCXOHBIX BEIIECTBAX;
(B) peareHThbI, UCIIOIB3YEMBIE B MPOIIECCE TPOU3BOACTBA (BKIIIOUAST OUHCTKY);
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(r) MOGOYHBIE TPOAYKTHI.

3003 JlexkapcTBeHHbIe cpeacTBa (kpoMe ToBapoB ToBapHoii mo3uuuu 3002, 3005 uau 3006),
coCTOsIIMe M3 CMeCH /JBYX HJIH 00jlee KOMIOHEHTOB, [Jisi HMCHOJb30BAHUS B
TepaneBTHYECKUX WJIH TNPOPUIAKTHYECKHX NeJisiX, HO He pacdacoBaHHBIE B BHJE
A03MPOBAHHBIX JIeKAPCTBEHHbIX (GopM WM B (GOpMBI MM YNAKOBKHU JJIsl PO3HUYHOI
MPOIAKH:

300310 - comep:kamMe NMEeHHMOW/UIMHBI MJM HMX NPOU3BOJHBbIE, HUMEIOIIHE CTPYKTYPY
MEeHHIWJIAHOBOH KHCJOTHI, HJIM CO/ep:Kallie CTPEeNTOMHMIMHBI WJIH HX
NMPOU3BOHBIE

300320 - mpouue, coeprKaue AHTHOMOTHKH

— [poYHe, coJepsKaliue rOPMOHBI WM APyrue coeMHEHUs] TOBAPHOIl MO3UIIUH
2937:

3003 31 —— coaep:kamye HHCYJIHH
3003 39 - — npoumne

— MpoYHe, coaepKaliue aJKAJIOUAbI WJIN UX MPOU3BOIHbBIE:

300341 - - conep:xamue deIPUH WIH €r0 COJIHU
300342 - — conep:xammue nceaoddenapun (INN) uiau ero conu
3003 43 —— conep:kamue HOp3(eAPHH UM €ro COJH

300349 - — npoumne

300360 - mpoume, coaep:kamme MNPOTHBOMAJISPUIIHbIE AKTHBHbIE (JeiicTBYIOIINE)
BeILIeCTBA, YKa3aHHbIC B IPUMEYaHUH K CyONO3MIMAM 2 K JaAHHOH rpynme

300390 - mpouue

B naHHy!0 TOBapHYIO MO3MLUIO BKIIIOYAKOTCS JIEKAPCTBEHHBIE CPEICTBA, HCIIOJIb3yeMble IS
BHYTPEHHEIr0 WJIM HApY>KHOTO NPUMEHEHUs WIM JUIsl NPOQMIAKTHKU 3a00JeBaHUIl 4YeloBeKa WU
KHUBOTHBIX. Takue cpeicTBa MOJY4arOT CMEIIMBAaHMEM JBYX WM Oosiee KOMIOHEHTOB. OjHako
pacdacoBaHHbIE B BHJE JIO3UPOBAHHBIX JIEKAPCTBEHHBIX ()OPM MM B YHNAKOBKHM JJIsi PO3HUYHOI
IIPOJaKH OHM BKJIFOYAIOTCA B TOBApPHYI0 no3unmio 3004.

B nanHyto TOBapHYIO MO3UIUIO BKJIFOYAIOTCS:

(1) CwmemnranHble TeKapCTBEHHBIE CPEACTBA, TaKWe KakK IMpernapaThl, MepeyrcieHHbIe B OPHUIINaTbHBIX
q)apMaKOl'Ief[X, ITIaTCHTOBAHHBIC HpenapaTH n T.II., BKJIFOYasa HpenapaTLI, BI)IHYCKaeMI)IG B BUJC
KUAKOCTEH JIJISl TTOJIOCKAHUS TopJia M PTa, TIa3HbIX Karelb, Ma3ei, TMHUMEHTOB, HHBEKIIMOHHBIX
PacTBOpPOB, MPOTUBOBOCHAIUTENBHBIX W APYTUX IMPENapaToB, He BKJIYaeMble B TOBAPHYIO
no3unuio 3002, 3005 uau 3006.

OpHAaKo 3TO HE ClielyeT IIOHUMATh TaKMM 00pa3oM, UTO IpeTapaThl, 3apEruCTPUPOBAHHbBIE B OQHUIINATIBHBIX (papMakoresx,
MIaTEHTOBAaHHBIE IIperapaTsl W JIp. BCerjaa BKIOYalOTCS B ToBapHylo mosunuio 3003. Hampumep, mpemnapaTsl IpoTHB
yrpeH, mpeiHa3HaueHHbIE TIIaBHBIM 00pa30oM I OYHMIIEHUS KOXKH U HE COJIEpIKAIie TOCTATOYHO BBICOKMX KOHIIEHTPAIHii
aKTUBHBIX WHTPEINEHTOB, YTOOBI paccMaTpHWBaTh WX KakK IperapaThl, UMEIONINe IMEPBHYHOE TEPareBTHUECKOE WIH
MIPOMIAKTHIECKOE JCHCTBUE IPOTHB YTPEH, JOIDKHBI BKIIOYATHCA B TOBAPHYIO no3unmio 3304,

(2) HpenapaTLI, coacpiKalmue OJHO ,[ICP’ICTBYIOHICG B€IICCTBO B CMCCH C HAIIOJIHUTCIICM,
MoACIaACTUTEIIEM, arJIOMEPHUPYIOIIUM BEIICCTBOM, HOCUTCIIEM U T.[.

(3) Ilpenaparsl, npenHa3HAYCHHBIE JUI IIUTAHUSA, BBOJMUMBIE HCKIIOUUTEIBLHO BHYTPUBEHHO,
HalpuMep, IIyTeM BHYTPUBEHHBIX BIIMBAaHUU Yepe3 IIIPUL WIH KaleIbHULL.

(4) KonnoumHsie pacTBOPHI U CYCIICH3UH (HAPUMED, KOJJIOUIHBINA CENIeH) ATl METUITMHCKUX IIeeH,
3a UCKJII0YEHUEeM KOJUIOWJTHOW Cepbl WM JIParoleHHbIX METAJJIOB B KOJUIOMJAHOM COCTOSIHHH.
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Komnouanas cepa Bkimouaercs B ToBapHyro mo3uuuio 3004, xorna ona pacacoBaHa B BUje
JO3UPOBAHHBIX JIEKAPCTBEHHBIX (OPM WM B YIAKOBKU [JISI PO3HUYHOM MPOAAXKU IS
UCITIOJIb30BAaHUSl B TEPANCBTHUECKUX WM MPOPUIAKTHUECKUX IIENAX, 1 B TOBAPHYIO MO3HIUIO
2802 BO Bcex oOcTalbHBIX chydyasx. JlparoueHHble MeTaibl B KOJUIOMJHOM COCTOSHUU
BKJIIOYAIOTCS B TOBAPHYI0 NO3uLUI0 2843 HE3aBUCUMO OT TOr0, MPUMEHSIOTCS OHHU WU HE
MPUMEHSIOTCS B MEUIIMHCKUX 1eisiX. CMecu JparoleHHbIX METAIOB B KOJUIOMIHOM COCTOSIHUU
WIM CMECU OJIHOTO WJIM OOJiee IparolleHHbIX METAJIOB B KOJIJIOMJHOM COCTOSIHUU C APYTUMU
BEIIECTBAMM, HCIIOIb3yEMbIE B TEPANEBTHUECKUX WM MPOGUIAKTHUECKUX LENSIX, BKIIOYAIOTCA,
OJIHaKO, B IaHHYIO TOBapHYIO MTO3ULIUIO.

(5) JlekapCTBEHHbBIC CIIO)KHBIC PACTHTENILHBIC OKCTPAKThl, BKJIIOYAsl OSKCTPAKTHI, IOJYYCHHBIC
00paboTKOI cMecel pacTeHHIA.

(6) JlekapcTBEHHBIE CMECH PACTEHMI WJIM YacTel pacTeHU ToBapHOM mo3uumu 1211.

(7) JleueOHble comu, TMOJIydacMble YMapUBaHHEM IMPUPOAHBIX MHHEPAIbHBIX BOJ, U aHAJIOTMYHBIC
MIPOAYKTBI, [I0JIy4E€HHBIE UCKYCCTBEHHBIM ITyTEM.

(8) KonueHnTpupoBaHHBIE BOABI COJIIHBIX UCTOUHUKOB (Hanmpumep, Boabl KpeiiliHaxa), ucronb3yeMble
B TEpaluu; CMECH COJIeH, IPUrOTOBJIEHHBIE JJIs JeUeOHBbIX BaHH (CEpHbIE, HOIHBIE U Ap. BaHHBI),
0e3 100aBIICHUS WK C JOOABJICHUEM apOMaTHICCKHIX BEIICCTB.

(9) JleueOusbie comu (Hampumep, cMech OMKapOOHaTa HATPUS,, BAHHON KUCIIOTHI, CyibdaTa MarHus u
caxapa) U aHAJIOTMYHBIC CMEIIAHHBIC BBIJCISIONINE Ta3 COJIM, MCIOJb3yEeMble B MEIUIIMHCKHUX
LEIsIX.

(10) KamdopHuoe mMacio, peHOIEHOE MACIIO U T.1I.
(11) AHTHacTMaTHYECKHE POIYKTHI, TAKUEC KaK aHTHACTMATUYeCKas OyMara v MOPOIIKH.

(12) "JlexapcTBEHHBIE CpPENCTBA MPOJIOHTMPOBAHHOIO JNEHCTBUSA'", TaKWe Kak IpernapaThbl, B KOTOPBIX
JIEKapCTBEHHbIN KOMIOHEHT (PUKCHPOBAH HAa NOJMMEPHOM HOHOOOMEHHOM MaTepuae.

(13) AHecTeTukH, HCIIOIB3YEMBIE B MEAUIIMHE, BETEPUHAPHUY WIIN XUPYPTHUU.

IlonoxkeHuss TeKcTa JaHHOM TOBapHOﬁ MO3UIUN HE OTHOCATCA K MNUUIICBBIM IPOJAYKTaM WA HAIUTKaM, TaKUM Kak
JAUCTHYCCKUC, Z[I/Ia6€TI/I‘ICCKI/IC 51051 060FaH.[€HHBI€ NUTAaTCIIBHBIMHA I[O6aBKaMI/I MUOIEBbIC MPOAYKTHI, TOHU3UPYIOIIHC
HAIMUTKXA HWJIX MUHEPAJIbHBIC BOIbI (HpI/IpOZ[HLIG nim I/ICKYCCTBGHHLIG), KOTOpPBIE BKJIKOYAIOTCHA B COOTBETCTBYIOIIIHUE
TOBapHbIC MO3UIIUN. 3T0, KaK MpaBujIO, UMECT OTHOLICHUC K NMHUIICBbIM ,Z[O6aBKaM, COACPIKAIIUM TOJIBKO IMUTATCIIbHBIC
BCIICCTBA. OCHOBHBIMH ITUTATEIIbHBIMU BCHICCTBAMH B MNUIICBLIX IPOAYKTAX SABJIAKOTCA 6€J'IKI/I, YTJIeBOABI U KUPBI.
BuramuHs 1 MHHEPAJIbHBIC COJIM TAKKC UT'PAOT POJIb B IMTAHWUU.

AHajJoruIHO MUIIEBBIC MPOAYKTBI U HAIIUTKH, COACPIKAIIUE JICKAPCTBCHHBIC BCIIECTBA, HE BKJIIYAKTCH B TAHHYIO
TOBApHYIO IMO3UIUIO, €CJIM 3THU BEIIECTBA }lO6aBJ’IeHLI C CIWHCTBEHHOU IIENIBIO YAYUIICHUS JUETHUYCCKOTO 6ancha,
YBCIIMYCHUSA DSHEPTCTUYCCKOI'0 COACPIKAHUA WIIN MMUTATEILHON IEHHOCTH MNpoaAYKTa WM JI YJIYyYHICHUA €T0 BKYCO-
ApOMaTUYCCKUX KA4Y€CTB IMPU HCIPEMEHHOM YCJIOBHHU, UTO NPOAYKT COXPAHACT CBOU CBOMCTBA IMHUIIEBOTO IpoaAYyKTa WJIN
HaIuTKa.

Kpome Toro, mpoayKThl, COCTOSIINE W3 CMECH PACTEHUN WIIM 4YacTell PacTeHUW WM COCTOSIIUE U3 PACTEHUU M YacTel
pacTeHHi, CMEIIaHHBIX C APYTUMH BEIIECTBAMH, HCIIOJIB3yEMbIC IJIS MPUTOTOBJICHUS TPAaBSHBIX HACTOEB WUIIM TPaBSHBIX
"gyaep" (HampuUMep, TPaBIHBIX HACTOEB WJIM TpPaBAHBIX "daeB", OONAHAIONMINX CIA0WTEIBHBIMH, OYHCTHTEIbHBIMH,
MOYETOHHBIMH WJIM BETPOTOHHBIMH CBOMCTBaMH), M KOTOpBIE, KaK YyTBEPXKJAlOT, OOJIEr4aloT HEJOMOTaHHE WIIH
ONaronpUsTHO BIMSAIOT Ha OOIIEe COCTOSHME 37I0pPOBbS M CAMOYYBCTBHE, TaK)Ke He BKJIOYAIOTCHA B JaHHYIO TOBApHYIO
no3unuio (ToBapHasi no3uums 2106).

B nononHeHne x 3TOMy B JaHHYIO TOBApHYIO ITO3UIMIO He BKJIIOYAIOTCS THIIEBbIC T00aBKH, COAEpIKallie BUTAMHHBI WIIN
MUHEpAJIbHBIE COJIM, KOTOPBIE IPUTOTOBIIEHBI B LENAX YKPEIUICHUS 30POBbs U YIYyYLIEHUS CAMOUYYBCTBUS, HO HE UMEIOT
yKa3aHHM 10 TPUMEHEHWI0 WX JUII TPEeIyNpeXKACHUS WM JIedeHUs Oole3Hed WIM HeOyroB. Takwe MpPOIYKTHI,
BBIITyCKaeMble OOBIYHO B JKHIKOM BHJE, HO KOTOPBIE MOTYT TaKKe€ MOCTABJIATHCS B IOPOIIKaxX MM TableTKaX, Kak
MIPaBUJIO, BKIIOYAIOTCS B TOBapHYI0 mo3uumio 2106 rwm rpynmy 22.
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OpaHako B JaHHYIO TOBapHYIO MO3ULIUIO BKJIKOYAIOTCS MPENaparThbl, B KOTOPHIX MUIIEBON MPOAYKT
WM HAllUTOK IIPOCTO CHY)XKUT B KA4yeCTBE HOCUTEN, HAIOJHUTENS WIM IOACIACTUTENSA Ul
JIEKapCTBEHHBIX BELLECTB (HApUMED, AJIs YIyULIEHUS MUILEBAPEHMUS).

IToMHMO MHUIIEBBIX TPOAYKTOB M HAMMTKOB B JaHHYI0 TOBAPHYIO MO3UIMI0 He BKJIKYAIOTCS:
(a) ToBaps! ToBapHoii mo3umuu 3002, 3005 v 3006;

(0) BOJHBIE AMCTHWILIATHI MIIM BOJHBIE PACTBOPHI AGHUPHBIX Maced W ToBapbl ToBapHBIX nosurmid 3303 — 3307, naxe eciu
OHH 00aaf0T TEPANeBTHIECKUMH WIH PO IIAKTHISCKUMH CBoWicTBamu (rpynma 33);

(B) MbLJTa, COJIepIKaIIINe JICKAPCTBEHHBIE CpecTBa (ToBapHas mo3uuus 3401);

(T) MHCEKTHIUABI, Ne3NHPUINPYIOIINE CPEACTBA U Ip. ToBapHoi mo3uuuu 3808.

3004 JlexkapcTBeHHBIEe cpeacTBa (Kpome ToBapoB ToBapHoii mo3unuu 3002, 3005 uam 3006),
cocTosilMe W3 CMENIAHHBIX WM HeCMENIAHHBIX NPOAYKTOB, JJsl HCHOJIL30BAHHUS B
TepaneBTHYECKUX WJIM MNPOPUIAKTHYECKUX WeJsiX, pacdacoBaHHble B BH/e
TO03UPOBAHHBIX JeKAPCTBEHHBIX (opMm (BKJIOYasi JIeKAPCTBEHHBbIE cpeAcTBa B (opme
TPAHCAEPMATBHBIX CHCTEM) WM B GOPMBI WM YIIAKOBKH JIJIs1 POZHUYHOI MPOIAKHU:

3004 10 - copep:xamme MEeHMIWIJIMHBI WM UX NPOU3BOAHBbIE, MMeOIIHE CTPYKTYPY
NeHUIMLUIAHOBOH KHCJIOThI, WJIH COJEp/Kallde CTPeNTOMHIMHBI WJIH HX
NPON3BOIHBIE

3004 20 - mpouue, conep:kane AHTHOMOTHKH:

— npo4mne, coacpiralmue ropMOHbI WM APYIrue COCANHCHUS TOBapHOﬁ Mo3nunuu

2937:
3004 31 - — comep:xamye UHCYJIUH
3004 32 - — conmep:kamme KOPTHKOCTEPOUIHBbIE TOPMOHbI, WX NPOU3BOAHbIE WJIH

CTPYKTYPHbIE AaHAJIOTH
3004 39 - —npouue

— npo4ue, coacpramme ajdKaJa0uIbl WA UX MPOU3BOJIHLIC:

3004 41 - — comep:xamme 3eAPUH UJIH €r0 COJIH
3004 42 - — conep:xamme nceaodpeapus (INN) niau ero cosm
3004 43 - — conep:xamue HOPI(PeAPUH UJIH €ro COJIH

3004 49 —— npoune

3004 50 - mpoume, coaep:kalHe BHUTAMHHBI WM Jpyrue CcoeIUHEHUS TOBAPHOM
no3uuum 2936

3004 60 — mpoume, comep:kamMe MNPOTHBOMAISPUITHbIE AKTHBHBbIE (JeiiCTBYIOIINE)
BelIeCTBA, YKa3aHHbIE B IPUMEYAHUHU K CyONMO3UIMAM 2 K IaHHOW rpymmne

300490 - mpoume

B AAHHYIO TOBApHYIO MO3WLUIO BKIOYAKOTCA JICKAPCTBCHHBIC CpPCACTBA, COCTOAINIME U3
CMCIIaHHBIX MJIM HCCMCIIAHHBIX IIPOAYKTOB, IIPH YCJIOBHH, YTO OHU:

(a) pacdacoBanbl B BHJe HO3UPOBAHHBIX JIEKAPCTBEHHbIX ¢opM WM B ¢opMax, TaKUX Kak
TabJIeTKy, aMIybl (HampuMep, OMAUCTUIMPOBAHHAS BOJA B aMIysax eMKkocThio 1,25 — 10 em?,
HaxomsIlass TPUMEHEHHWE WM JUIS HEMOCPEICTBEHHOTO JICUCHHS HEKOTOPBIX 3a00JieBaHUM,
HampuMmep, aJKOTroJu3Ma, JAUa0eTHYeCKOM KOMBI, WJIM B KauecTBE pacTBOPUTENS s
NIPUTOTOBIICHHSI JIEKAPCTBEHHBIX PACTBOPOB ISl MHBEKIIWH), KalCyJbl, KpaxMaJbHbIE KarlCyIbl,
KalUIM WM TAacTUJIKH, JIEKapCTBEHHBbIE CpeACTBa B (hopMe TpaHCAEPMAIBHBIX CHUCTEM, WU
HEOOJIbIIINEe KOJMYECTBA IOPOIIKA, IPHUTOTOBIEHHBIE B KAayecTBE OJHOPA30BOM O3Bl LIS
UCIIOJIb30BAaHUS B TEPANEBTUUECKUX WIM MPOPUIAKTUIECKUX LIETSIX.
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B nanHyi0 TOBapHYIO MO3UIMIO TaKXkKe BKIIOYAIOTCS JO3UPOBAHHBIE JICKAPCTBEHHBIE (DOPMBI B
BHJIC CHCTEM TpPaHCACPMAIBLHOIO TIPUMEHEHHS, KOTOpbIe OOBIYHO HCIIOJB3YIOTCS B BHJE
CaMOKJICSAIITUXCS TIAcThipel (OOBIYHO TPSIMOYTOJNIBHOW WIIM KPYIJIOH (OpPMBI) M HAHOCSTCS
HEMOCPEICTBEHHO Ha KOXY MalMEHTOB. AKTHUBHOE BEIIECTBO COACPKHUTCA B YACTH ILIACTHIPS,
3aKpBHITOM MOPHUCTOW MEMOpaHOW Ha CTOPOHE, KOHTAKTUPYIOIIEH ¢ KOXKel. AKTUBHOE BEUIECTBO,
BBICBOOOJKIAIONIEECS M3 IUIACTBIPS, MyTEM IMaCCHBHOM MOJICKYJApHON nuddy3uu moriomaercs
yepe3 KOXKy M IMONaJaeT HEMOCPEJICTBEHHO B KPOBOTOK. Takue CHCTEMBbI HE CIEIYeT MyTaTh C
MEJIUIIMHCKUMH JICUKOTUIACTRIPSIMU TOBapHOU no3unuu 3005.

JlanHas ToBapHas MO3ULIUS PACIIPOCTPAHIETCS HAa OJHOPA30BBIE J03bl KaK B KPYIHOW YIAKOBKE,
TaK U B yIaKOBKaXx Ui PO3HUYHOMN MPOJIaXH U T.J.; WIH

(6) B ymakoBKax il PO3HUYHON MNPOAak¥ JJs HCHOJB30BAHHS B TepaneBTHYECKUX WIH
NPOPUIAKTHYECKHX HeJsIX. JTO OTHOCUTCA K NPOAYKTaM (Hampumep, OMKapOOHAT HATPHS U
MOPOIIIOK TaMapuHIA), KOTOpbIe OJaromapsi CBOeH yMakOoBKE M OCOOCHHO MPUIIOKEHHBIM K HUM
yKa3aHWsM K MPUMEHEHHIO (OMHCaHWe 3a00JICBaHUS WJIM COCTOSIHUS, NPH KOTOPOM HX CIICAYET
HCIIOJIb30BAaTh, crocoba INPUMCHCHUA WX HCIIOJIb30BAHHWA, OIIMCAHUC 03 U T.II.) SABHO
npeHa3HAYCHBI JIJIS TPOJIAXKU HETIOCPECTBEHHO MOTPEOUTENSIM (YaCTHBIM JIUIaM, OOJIbHULIAM U
T.J.) AJI1 IPUMEHEHUS B BBIILIEYKA3aHHBIX LENSIX 0€3 MepeynaKkoBKH.

OTu ykazaHus (Ha JHOOOM S3bIKE) MOTYT IOMELIAThCs HA ATUKETKE, BKJIAJBIIIE HIM B JAPYroM
mecte. OgHAaKo caMo 1o ce0e yKazaHHEe Ha TO, YTO MPOAYKT MMEeT (hapMaleBTUYECKYIO WIIH
KaKy0-TO JIPYT'yIO CTETICHb YUCTOTHI, HE SIBIISETCS JOCTaTOYHBIM OCHOBAHUEM JUISl BKIFOUEHHS €T0
B JIaHHYIO TOBAPHYIO TIO3HIIUIO.

OnHako HeCMELIaHHbIE MPOAYKTHI, HE CONPOBOXKIAEMbIE HUKAKUMHU YKa3aHUSMH, JIOJKHBI
paccMaTtpuBaThCs Kak pacdacoBaHHBIC IS PO3HUYHOW TIPOAQKH IS HCIIOJIB30BAHHS B
TEpaneBTHUECKUX WIM NPOPHIAKTUUECKUX IENAX, eclid OHM pachacoBaHsl B ¢opMmy, SBHO
MPEIHA3HAYEHHYIO I TAKOT'O UCIOJIb30BAHUS.

JlexapcTBeHHbBIE CpENCTBA, COCTOSIIME W3 CMEIIAHHBIX IPOAYKTOB JUIS HCIONB30BAaHUS B TEPaNeBTUUECKUX WIH
npoQrIIaKTHUECKUX LIeIIX M He pachacoBaHHBIC B BHAE JIEKAPCTBEHHBIX IO3UPOBAHHBIX ()OPM MM B YHNAKOBKH IS
PO3HHYHOI MPOJIaXKH, BKIFOYAIOTCSA B TOBapHYI0 mo3unmio 3003 (cM. COOTBETCTBYIOIIHE OSCHEHNU).

B cooTBeTcTBHU C MNpUMEYaHHUEM 3k I[ﬁHHOfI Tpynie nmoJ HECMCIIaHHBIMU MPOAYKTAMU CIICAYET
IOHUMATDb TAKXKC CICAYIOIHNEC IMPOAYKTHI:

(1) HecmemanHbIe MPOAYKTHI, PACTBOPEHHBIE B BOJIE.

(2) Bce ToBapel rpymmbl 28 wiam 29. Takue NpOAyKThl BKIIOYAT KOJUIOUIHYHO Cepy H
CTaOWIM3MPOBAHHBIE PACTBOPHI IEPOKCHIA BOIOPOAA.

(3) TIpocThie pacTUTENbHBIE SKCTPAKTHl TOBapHOH mosuitu 1302, MpOCTO CTaHIAPTH30BAHHBIC HIIH
pacTBOpEHHBIE B JIFOOOM pacTBopuUTeNie (CM. MOSACHEHHS K ToBapHOM nozunmu 1302).

OpmHako ciegyeT OTMETUThb, YTO HECMEIIaHHBIE MPOAYKTH TOBApPHBIX mo3uumii 2843 — 2846 u 2852 Hukorma He
BKJIIOYAIOTCH B ToBapHyI0 nosunuio 3004, make eciu OHH YAOBJIETBOPAIOT TpeOOBaHMAM IyHKTa (a) wiau (6) BhIIIe.
Hanpumep, cepeObpo B KOJUIOWIHOM COCTOSIHUH BKITIOUAETCSl B TOBApPHYI0 no3uiuio 2843, naxe ecinu pachacoBaHo B BUjE
JIO3MPOBAHHBIX JIEKAPCTBEHHBIX ()OPM HJIHM YIIAKOBAHO M IPEJICTABICHO B KAYECTBE JIEKAPCTBEHHOT'O CPEJICTBA.

B naHHyi0 TOBapHyIO MO3MIMIO BKJIIOYAIOTCS MACTUJIIKU, TaOJMETKH, KAl U Mp., IPUTOJHBIE
TOJIbKO JIJISl MEIUIIMHCKUX 1eJIeH, TaKhe Kak MpenapaThl Ha OCHOBE Cephl, yIJlsl, TeTpabopara HaTpus,
OeH30ara HaTpus, XJlopaTa KaJlus WM OKCHUJIA MarHusl.

OmHako TOBapHl, BBITyCKaeMble B BHJE MACTHJIOK JUIS TOpja WM Kameidb OT Kallllsi, COCTOSIIUE TJaBHBIM 00pa3oM W3
caxapa (He3aBHCHUMO OT TOTO, COJEpPIKAT JIN OHH TakkKe W APYTHe MUIIEBBIE MPOAYKTHI, TAKHE KaK *KEJIaTHH, KpaxMall HITH
MyKy) M BKYyCO-apOMaTH4YEeCKHX J00aBOK (BKJIIOYas BEIIECTBa, 0OJajalomne JIEKAPCTBEHHBIM JCWCTBHEM, Takue Kak
OCH3WJIOBBIM CITUPT, MEHTOJI, IBKAIMIITOJ U TOIYaHCKUN 0alb3aM), BKIIIOUAIOTCS B TOBapHYI0 mo3unuio 1704. [Tactunku
JUIA TOpjla WJIM KaIUTd OT KallIsL, COJEp Kallfe BEelIecTBa, 00Jalalone JIEKapCTBEHHBIM AEHCTBHEM, KPOME BKYCO-
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apoMaTHYEeCKUX M00aBOK, BKIIOYAIOTCS B JAaHHYIO TOBApHYIO MO3WIMIO, KOTrZa pac()acoBaHbI B BHAE 103MPOBAHHBIX
JIEKapCTBEHHBIX ()OPM WJIM B YIIAKOBKH AJISI PO3HIUYHOM MPOIaKH, MPH YCJIOBUM, YTO COACPKAHUE ITUX BEIIECTB B KAXKIOU
MTACTHIIKE WM B KaIlIe TOCTATOYHO JUTSA MCIIOIb30BAHMS UX B TEPANIEBTHIECCKUX HIIH NPO(MIAKTHIECKHUX HETSX.

B manHyI0 TOBapHYIO MO3UIIMIO BKIIOYAIOTCS TAKXKE CICAYIONIUE MPOIYKTHI IPH YCIOBUH, YTO
OHH BBITTYCKAIOTCSI B COOTBETCTBHH C TyHKTOM (@) mite (0) BBIIIIE:

(1) Oprannueckre TMOBEPXHOCTHO-aKTHBHBIC BCIIECTBA M IpeHaparbl € AKTUBHBIM KaTHOHOM
(Hampumep, COJIM YETBEPTUYHOTO AMMOHHUEBOTO OCHOBAHUS), OO0JIAJAIONIME AHTHUCENTHYCCKHUM,
NE3UHPUITUPYIOIHUM, OAKTEPUIIUIHBIM WM TEPMHUITUIHBIM JICHCTBHEM.

(2) [MonMBUHUATTMPPOIUIOH-HOI, SIBIISTFOIIIAIACS MPOIYKTOM peakuuun nona "
MOJMBUHUJITAPPOJIUIOHA.

(3) 3ameHuTENM KOCTHOTO TpPAHCIUIAHTATa, M3TOTOBJCHHBIE M3 CyJb(ara KalbLUs XUPYPrUYECKOTrO
Ha3HA4Y€HUs, KOTOpbIE BBOJATCS B IOJOCTb CIOMAHHOM KOCTM C IIOMOUIbIO IIIPULA U
CaMOIIPOU3BOJIBHO PACCACHIBAIOTCS M 3aMEHSAIOTCS KOCTHOW TKaHBIO; 3TU NPOAYKTHI 00pa3yroT
KPUCTAJNIMYECKYI0 MATPHIly, HA KOTOPOM MOKET pacTh HOBas KOCTb [0 MEpe TOro, Kak MaTpulla
paccacbIBaeTCsl.

OpHaKO B AaHHYIO TOBapHYIO MO3HMIMIO He BKJIOYAKTCS LEMEHTbI, PEKOHCTPYUPYIOIINE KOCTh, OOBIYHO COJepIKaIlIne
OTBEPAUTCIIb (ByJ’IKaHHSyIOH.[HfI aI‘eHT) 1 aKTUBATOpP, UCTIOJIB3YEMbIC, HAIIPUMCD, NJIA KPETIJICHUSA MPOTC3HBIX UMILIAHTATOB
K YK€ CYIIECTBYIOIIeH KocTH (ToBapHasi mo3uuus 3006).

IlonoxxeHuss TEeKcTa JaHHOM TOBapHOﬁ MO3UIUM HE OTHOCATCA K IMUIICBBIM IPOAYKTaM HJIM HallMTKaM, TaKUM Kak
JUCTHYCCKUC, )ll/Ia6eTI/I'~IeCKI/Ie HUIn oGorameHHme NUTATCIIBHBIMHA Z[O6aBKaMI/I NMUIIEBBIC MPOAYKTHI, TOHU3UPYIOIINC
HAIMUTKA WJIHW MHUHCPAJIbHBIC BOJBI (HpI/IpO,Z[HBIe 501058 I/ICKYCCTBGHHLIC), KOTOPBIE BKIIOYAIOTCSI B COOTBETCTBYIOILIIME
TOBapHbIC MO3UIIUU. 9T0, KakK MpaBuIO, UMECT OTHOLICHUC K NMHUIICBbIM ,I[O6aBKaM, COACPIKAIIUM TOJIBKO IMUTATCIIbHBIC
BCIICCTBA. OCHOBHBIMH IINTATCIBHBIMH BCIICCTBAMH B MUOICBBIX TMPOAYKTAX SABJIIIHOTCS 6€J'IKI/I, YTJIeBOAbI W JKHPBI.
BuramuHs! 1 MHHCPAJIbHBIC COJIM TAKIKC UT'PAOT POJIb B IMTAHUU.

AHajgorudHo MUIIEBBIE MPOAYKTBI U HAIIUTKH, COACPIKAIIUE JICKAPCTBECHHBIC BCIIECTBA, HE BKJIIYAKTCH B TAHHYIO
TOBApHYI IO3UIHUIO, C€CJIM 3THU BCIICCTBA ,Z[O6aBJ'IeHLI C e,I[I/IHCTBeHHOﬁ HOEJIbIO YIIYyHHICHUA AUCTUYCCKOI'O 6ancha,
YBCIIUMYCHUA DSHCPICTUYCCKOI'0 COACPIKAHUA WIIN MMUTATCILHON IIEHHOCTH NpoAyKTa WM JId YJIYy4YUICHUSA €Tr0o BKYCO-
ApOMaTUYCCKUX KAa4Y€CTB IMPHU HCIPEMEHHOM YCJIOBHHU, UTO NPOAYKT COXPAHACT CBOU CBOMCTBA IMHIIEBOIO IpoaAyKTa WJIN
HaIuTKa.

Kpome Toro, mpoayKThl, COCTOSIIINE U3 CMECH PACTEHWH WM YacTei pacTeHUH WIIM COCTOSIINE W3 PAacTeHUH W yacTei
pacTeHHi, CMEIIaHHBIX C APYTUMH BEIIECTBAMH, HCIIOJIB3YyEMbIC IS MPUTOTOBJICHUS TPAaBSHBIX HACTOEB WUJIM TPaBSHBIX
"gyaep" (HampuUMep, TPaBIHBIX HACTOEB WM TpPaBSHBIX "dJaeB", OOJIANAIONINX CIAOWTENBHBIMU, OYHCTHUTEIHHBIMHU,
MOYETOHHBIMH WJIM BETPOTOHHBIMH CBOMCTBaMHM), M KOTOpbBIE, KaK YTBEPXKAAIOT, OOJErdaroT HEJIOMOTaHHE WU
ONaronpusATHO BIMSAIOT Ha OOIIEe COCTOSHHE 37I0pPOBbS M CAMOYYBCTBHE, TaK)Ke He BKJIOYAIOTCHA B JaHHYIO TOBAPHYIO
no3uiuio (ToBapuas no3uuus 2106).

B nononHeHne K 3TOMy B JaHHYIO TOBAPHYIO IMTO3UIMIO He BKJIIOYAIOTCS IHIIEBbIC 100aBKH, COAEpIKallie BUTAMIHBI WIIN
MHUHEpPAIbHBIE COJIM, KOTOPBIE IIPUTOTOBJICHBI B LIENSX ITOAAEPKaHUS 30POBbSI M XOPOIIET0 CaMOYyBCTBHS, HO HE NMEIOT
yKa3aHUil 10 TNPUMEHEHHI0 WX Ui JIeYeHHs WIM NPO(QUIAKTHKH KakKux-Tu0o 3aboneBanuil. Takue NPOIYKTHI,
BBIITyCKaeMble OOBIYHO B JKHIKOM BHAE, HO KOTOpPBIE MOTYT TakXe IOCTaBIATHCS B TMOPONIKAX WM TalleTkax, Kak
IIPaBUJIO, BKIIOYAIOTCS B TOBapHYI0 no3unmio 2106 v rpynmy 22.

O,Z[HaI(O B JaHHYIO TOBAPHYIO MMO3UIHUIO BKIIFOYAKOTCA IIPEHapaThbl, B KOTOPBIX HHHIeBOP’I MMPOAYKT
HJIM HAIMUTOK CIIYXXUT B KaYCCTBC HOCUTCIIA, HAITOJIHUTCIIA WKW MOACIACTHUTEIIA JIA JICKAPCTBCHHBIX
BCIICCTB (HaanMep, I YIITYUIICHUA HI/IH_ICBapeHI/DI).

B nanHyr0 TOBapHYIO HO3UIMIO TAKXKE HEe BKIIOYAIOTCS:
(a) 3MEHMHBII WK MTUESITUHBIN 5171, HE OCTABIISIEMbIil B KA4eCTBE JICKAPCTBEHHOTO cpecTBa (ToBapHast mo3uuus 3001);
(6) ToBaps! ToBapHoii mo3umuu 3002, 3005 mm 3006, kak Okl OHM HU OBUTH pachacoBaHBI;

(B) BOAHBIE AUCTHIUIATHI WJIM BOJHBIE PACTBOPHI 2(PHUPHBIX Macel W mpemaparsl ToBapHbIX mosumwii 3303 — 3307, maxe
€CIIM OHU 00J1aIal0T TEPANIEBTHUECKMMH WM POMUIIAKTHIECKUMHE CBOMCcTBamMHu (rpynmna 33);

(T) MbLTa, ColepIKaIie JIeKapCTBEHHBIC CPECTBA, KaK ObI OHKM HU ObUTH pachacoBaHs! (ToBapHas no3unus 3401);
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(1) MTHCeKTUIHIBI, Ne3UH(DUIUPYIOIINE CPEICTBA U 1p. ToBapHO# mo3unuu 3808, He nmpeaHa3HAYCHHBIC I BHYTPEHHETO
WM HAPYKHOTO YIOTPEOIeHNs B KAYECTBE JICKAPCTBEHHBIX CPEJICTB;

() mpemapatel, TakMe KaK TaOJETKH, >JKEBaTeNbHAs pPE3WMHKAa WM IUIACTHIpH (TpaHCAEpPMAalbHBIE CHCTEMEI),
npenHa3sHaYeHHbIE IS TOTO, YTOOBI IOMOYb KYPUIIBIIHKAaM OPOCHTh KypHTh (TOBapHasi mo3uuus 2106 niu 3824).

3005 Bara, mapias, OMHTBI M aHAJOTMYHbIE M3/1eJIMsA (HApUMep, MepeBs30YHBIH MaTepHaJ,
JIEHKOIIACTHIPU, TPHUIAPKHU), NPONUTAHHBbIE WJIM MOKPbIThbIEe (apMaleBTHYeCKMMH
BellecTBaMH MM pacdacoBaHHblie B (OPMbI WM YNAKOBKH [JIsl POZHMYHON NpoaakKu,
NpeJHa3HAYeHHbIEe [JIs HCIOJb30BAHMSA B MeAULVHE, XMPYPrHH, CTOMATOJOTMH WJIH
BeTepUHAPUM:

3005 10 - maTepuaJj nepeBsi30UHbII aAre3MBHBINA U MPOYNe U3/IeJHsl, UMEIoIIne TUMKHIT
caoi

300590 - mpouue

B JaHHYIO TOBApPHYIO IMMO3WLIUIO BKIIIOYAIOTCA TaKUC H3JACIIMA, KaK BarTa, Mapi, OUHTBI U
AHAJIOTUYHBLIC H3ACIINA, M3TOTOBJICHHBIC M3 TCKCTHUJIBHBIX MAaTCpHUAJIOB, 6YMaFI/I, mjaactmMacc u IIp.,
IIPOIMMUTAHHBIC WX IOKPLITHIC Q)apMaHGBTI/I‘-ICCKI/IMI/I BC€IICCTBaAMU (HpOTI/IBOBOCHaHI/ITeHLHI)IMI/I,
AHTHUCCIITUYCCKMMHU H ,I[p.), nNpeaAHa3HAUYCHHbIC [JIsI HCIOJb30BAHUA B MCIUIMHC, XHUPYPIUH,
CTOMATOJIOTUH WJIK BETCPHUHAPHUU.

OTu n3zenus BKIOYAIOT BaTy, IPONUTAHHYIO HOAOM WM METWICAIULWIATOM U JIP., pa3JIn4HbIe
NpeaBapuUTeIbHO 00pa0OTaHHBIE TEPEBSI30YHBIE MaTepUalbl, MNPEABAPUTEILHO 00paboTaHHBIC
OpUNapku  (HampuMep, NpUIApKM W3 TOPYMLBI WM JIBHSHOIO CEMEHM), JIEKapCTBEHHbIE
JeUKOIIacTRIpH U T.1. OHU MOTYT OBITh B KYCKE, IMCKaX WM B JII000# Apyroii hopme.

Bara u mapns ans nmepeBsi3ok (Kak MPaBWIIO, W3 BIHUTHIBAIOIIETO XJIONKA), OMHTHI M TIp., HE
MPONHUTAaHHBIE WM HE TOKPBITHIE (DapMalleBTUYECKUMHU BEIIECTBAMHM, TAKXKE BKIIOUYAIOTCS B JaHHYIO
TOBapHYIO MO3UIIMIO TIPU YCIOBUH, YTO OHU pacdacoBaHbl B (POPMBI UIU YIIAKOBKU ISl POSHUYHOMN
MPOJaXU HEMOCPEJCTBEHHO YAaCTHBIM JIMIIAM, KIMHUKaM, OOJbHUIAM W T.1., 0€3 NepeynakoBKH, U
UMEIOT XapaKTEpUCTHKHU (IIPEICTABJICHBI B PYJIOHAX WM B CIOKEHHOM BHJIE, B 3AlIMTHON YIIaKOBKE, C
MapKUpPOBKOW T.J.), MO3BOJIAIOIINE WACHTU(PHUIMPOBATh UX KaK NpeAHA3HAUYEHHBIE HCKIIOYUTEIBHO
JUIS ICIIOJIB30BAHUS B MEUIIMHE, XUPYPIHH, CTOMATOJIOTMH WU BETEPUHAPUU.

B JAaHHYIO TOBAPHYIO MMO3HUIHUIO TAKXKE BKIIFOYAIOTCA CIICAYIOIIUEC TUIILI IICPEBA3Z0OYHBIX MATCPUAJIOB:

(1) Ko:kHble MOBSI3KH, COCTOSIIME U3 MPEIBAPUTEIHLHO 3aMOPOKEHHBIX WM JTMOPHIN3UPOBAHHBIX
(BBICYILIEHHBIX) MTOJIOCOK KO>KHOM UBOTHOM TKaHU, KaK IPaBUJI0, CBUHOM, UCIIOJIb3YEMbIE B Kaye-
CTBE BPEMEHHBIX OHOJOIMYECKMX IOBS30K JJsI HENOCPEJACTBEHHOTO HAHECEHHs Ha Y4YacTKH
MOBPEKICHHON KOXM, OTKpPBITbIE TKaHEBbIE paHbl, MecCTa, WH()UIMPOBAHHBIE BO BpPEMs
XUPYPrUYEeCKOr0 BMEIIATeabCTBA, U T.J. OHM OBIBAlOT Pa3IMYHBIX pPa3MEpOB, MOMELIAIOTCS B
CTepUJIbHBIE YITAaKOBKH (151 PO3SHUYHOM MPO/IaXKH) U cHabkaroTcs nHpopMauei o NpUMEHEHUH.

(2) ’Kuakue moBSI3KH BBITYCKAIOTCS B BUJIE a3p030JiIeH (711 pO3HUYHOM MPOAAXKU) U UCHOIB3YIOTCS
JUISL TIOKPBITHS paH 3allMTHOM NPO3pavyHOM IUIeHKOM. Takue NOBSA3KM MOTYT COJEpXKaTh
CTEpPHJIbHBIA pacTBOP IUIACTMACCHI (HapUMep, MOAM(DUIIMPOBAHHBIN BUHWIOBBINA COMOIMMEDP WU
IOJMMEpP HAa OCHOBE MeETakpujara) B JIETy4eM OpIaHMYeCKOM pacTBOpUTENe (Harpumep,
STUJIAIETAaTe) M NPOMEUIAaHT HE3aBUCHMMO OT TOTO, COJIEpXKAT OHM WIIM HE cojepKaT I00aBKH
(hapmaleBTUUECKUX BEIIECTB (B YaCTHOCTH, aHTHCETITUKOB).

B JaHHYIO0 TOBAPHYIO IMO3UIIUIO HE BKIIOYAKTCH 6I/IHTI)I, HeﬁKOHHaCTBIpH 1 T.II., COACPKAIMUE OKCHUJ] TUHKA, U ITOKPBITHIC
TUIICOM 6I/IHTBI, HEC paC(i)aCOBaHHLIe B (l)OpMI)I WK YHOAKOBKH IS pO3HPI‘lHOI>1 npoJaaxxXu, MNpeAHA3HAUYCHHBIC Jid
HCIOJIb30BaHUA B MEAUIIMHE, XUPYPIrun, CTOMATOJIOTUU WUJIW BETCPUHAPUU.

B JaHHYIO TOBApHYIO MO3ULMIO TAKKE HE BKJIAIOYAKOTCA:
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(a) crenMaIbHO KANbIMHUPOBAHHBIC WUIIM MEIIKO W3MEIbUCHHBIE THIICHI U COCTaBbI JJisi 3y0OBpaueOHbIX 1IeIeil Ha OCHOBE
rurca (ToBapHsblie mo3unuu 2520 u 3407, cOOTBETCTBEHHO);

(6) mekapcTBEHHBIE CPEICTBA B (POpPME TPAHCICPMATBHBIX CHCTEM (ToBapHast mosuius 3004);
(B) TOBapBI, YIIOMSIHYTHIC B IPUMEUYaHHU 4 K JaHHOH rpynme (ToBapHasi mo3uuus 3006);

(T) ’)KEHCKHE TUTHEHUYECKUE MPOKIIAIKUA U TAMIIOHBI, JETCKHE TIEJIEHKH U MOATY3HUKH U aHAJIOTUYHbIC U3/ TOBAPHOM
no3unuu 9619.

3006 dapmaneBTHYeCKAsi MPOAYKIIUA, YIIOMSHYTasi B IPUMeYaHUuM 4 K JaHHOI rpynmne:

3006 10 — keTryr  XMpPyprudyeckuid  CTepHJIbHBI, AaHAJOTHYHbIe  CTePUJIbHbIE
MaTepHAaJIbI s HAJIOKEHHUsI 111:11) 1 (BKJIIOYAs CTepUJIbLHbIE
paccachIiBalOlecss XUPYpPruyecKue MJIM CTOMATOJIOTHYeCKHe HHTH) H
CTepW/IbHBbIE aAre3WBHbIe TKAHU ISl XHPYPrUYeCKOro 3aKpPBLITHA PaH;
JAaMHHApHUs CTepPWJIbHAsI M TAMIOHbI W3 JIAMHHAPUH CTEPUWIbHbBIE;
CTepUWJIbHBbIE PaccachbiBAOIUEcCs] XHPYPruvecKHe HJIM CTOMATOJIOTHYECKHE
KPOBOOCTAaHABJIHBAIOIIHE cpencTBa (reMoCTATHKH); CTepUJIbHbIE
XHPYpruvyecKne WJIM  CTOMATOJIOTHYECKHE  aAre3MOHHble  Oapbepbl,
paccachIBaOIIMecss M HEPACCACHIBAIOIITECS

3006 20 - peareHTHI A5 onNpe/ieJieHUsI TPYIIbI KPOBH

3006 30 — mpemapaTbl KOHTPACTHbIe [IJIA PeHTreHorpauuecKux oo0cJeT0BaHMIA;
peareHThbl INATHOCTHYECKHE, MPeTHA3HAYEHHBIE 1JI51 BBeIeHUsI 00TbHbIM

3006 40 - memeHTHI 3yOHBIE M MaTepuajdbl [Js1 NJI0MOUMpoBaHUsI 3y00B mpouvue;
HEeMEHTbI, pEKOHCTPYHPYIOIIHe KOCTh

3006 50 - cymKH caHMTApHBbIE U HAOOPHI VI OKA3aHMS MEPBOii MOMOLIHU

3006 60 - cpeacTBa XHMHYeCKHe KOHTpPalleNTHBHbIE HA OCHOBE TOPMOHOB, MPOYHX
cOoeIMHEeHUI TOBAPHOIl Mo3uIMU 2937 Wi cnepMHULINI0B

3006 70 — mpemapatbl B BH/I€ IeJisl, IpeIHA3HAYeHHbIE /IS UCMO0Ib30BaAHNS B MeTUIIHHE
WM BeTEPHHAPHHM B Ka4YecTBe CMA3KM /IJIsl YacTel TeJia MPU XHPYPruvecKux
onmepanusax WiH (U3NYECKHX HCCIETOBAHUSX WJIH B KayecTBe CBI3YIOIIETr0
areHTa MesKay TeJIOM U MeJUIIMHCKUMHU HHCTPYMEHTAMH

— mpoyune:

3006 91 ——nmpucnocodjiennsi, HAeHTH(UIUPYeMble KaK NPUCHOCO0JeHUus  1JIs
CTOMHY€CKOIr0 HCI0Jb30BAHMA

3006 92 — — HenpuroaHsie ¢papmaneBTHYECKHE CPEICTBA

B JaHHYIO TOBAPHYIO IMMO3UIIWIO BKIIIOYAKOTCA TOJBKO CICIYIONIUE TOBAPhI:

(1) CrepuabHblii XHPYPrUYeCKHil KeTTYT, AHAJOTHYHbIE CTEPW/IbHbIEe MaTepHajbl JUIs
HAJI0KEHMS IBOB M CTePHJIbHbIE aAre3UBHbIe TKAHU /IS XUPYPIrHYeCKOr0 3aKPbITHS PaH.

Crozia OTHOCATCSI BCE THUIIBI JIUTaTyp JUIsl XUPYPrUUECKUX LIBOB MPH YCIOBUH, YTO OHU SIBJISIOTCA
CTEpUIbHBIMU. TaKkue IUraTypsbl, Kak MIPaBUIIO, MIOCTABIIAIOTCS B aHTUCENITUUECKUX PAaCTBOpaAX WU
B 3aII€YaTAHHBIX CTEPUIIBHBIX YITAKOBKAaX.

K MaTtcpHrajiaM, UCIIOJIb3YCMbIM IJId TaKUX JIMTaTyp, OTHOCATCS:

(a) xerryT (mepepabOTaHHBIN KOJUIATCH, MOJIYIaeMblid U3 KUIIOK KPYITHOTO POTaToOro CKOTa, OBEIl
WJIU APYTUX KUBOTHBIX);

(0) HaTypanbHBIE BOJIOKHA (XJIOMOK, IIEJK, JIEH);
(B) CMHTETHYECKHE TOJIMMEPHBIE BOJIOKHA, TAKUE KaK IMOJIMaMU/Ibl (HEHIOHBI), ONUIUPHI;

(r) Mertamisl (KOPPO3MOHHOCTOWKAS CTajlb, TaHTal, cepedpo, OpoH3a).
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CIOI[a TaKKC BKIIIOYAKOTCA aArC3MBHBIC TKAaHH, TAKUMEC KaK TKaHU Ha OCHOBC 6YTI/I.HI_II/IaHoaKpI/IJIaTa
N KpacCUTEllsd, IIO0CIC HAJIOXKCHHUA MOHOMEP IIOJIMMEPU3YETCA MU TaKUM 06pa30M 3aMCHSCT
TPAAUIUOHHBIC MaTCpHAJIbI JJI HAJIOKCHHA BOB IJId 3aKPbITUS BHYTPCHHUX WJIM HAPYXHBIX PaH
Ha Teje OOJIBLHOrO.
B maHHyr0 TOBapHYI0O MO3HIMIO He BKJIYAKTCS HECTCPHIbHBIC MaTepHanbl Uil HajdoxkeHHs mBoB. OHu
KIAacCH(GUIMPYIOTCS B COOTBETCTBHH C MAaTEPHAIOM, Hampumep, KerryT (ToBapHasi mosuumsi 4206), BOIOKHO U3

IISTKOOTACIUTEIbHBIX JKelIe3 IIENKONPsIaa, TeKCTUIbHAS npspka u mp. (pasgen XI), Metammmdeckas IpoBoJoKa (rpynma
71 unu pasnpea XV).

(2) CrepuabHasi JaMHHAPHUS M CTEPUIbHbIE TAMIIOHBI U3 JJAMHHAPUH.

JlaHHBI MYHKT OrpaHUYMBAETCS PACCMOTPEHUEM CTEPUJIBHOH JIAMMHApUM U CTEPHJIbHBIX
TaMIIOHOB U3 JIAMUHAPHU (KOPOTKUX BOJOPOCIEH, KOTOpble OBIBAIOT MHOI/Ia KOPUYHEBOTO IBETA
U MMEIOT HIEPOXOBaTyI0 PHQIIEHYI0 MOBEPXHOCTh). JlamMMHapHs CymeCTBEHHO HaOyXaeT NpHu
KOHTAKTE C BJIYKHBIMU BELICCTBAMM U CTAHOBUTCSA INIAJKOM U 371aCTUYHOM.

IToaTOMY JTaMHHAPHS UCHIOJIB3YETCA B XUPYPrUU KaK PACIIUPSIONIEE CPENCTBO.
HecTepuibHbie MPOIYKTH He BKIWYAKTCSA B JAHHYIO TOBAPHYIO MO3HINIO (TOBapHas mo3unus 1212).

(3) Crepuabubie paccacbIBaoIuecs XHpypruveckue WIH CTOMATOJIOTHYECKHE
KPOBOOCTAHABJIUBAIOLHE CPeICTBA (TeMOCTATHKH).

Croza BKJIFOYAKOTCS CTEPUIIbHBIE MAaTEPHUAIIbI, UCIIOJIb3YEMBIE B XUPYPIUU UIIM CTOMATOJIOTMH IS
OCTaHOBKUM KPOBOTEUEHUSI M CIOCOOHBIE pPaccachlBaThbCsl B KUIAKOCTAX opranu3ma. K takum
MaTepuajaM OTHOCHUTCS OKHCJIEHHAs IEJUTI0JI03a, KaK IMPaBHIIO, B BUIAC Mapid WM BOJIOKOH
"Bara"), makeToB, TAMIIOHOB HJIM IOJIOCOK; JKEeJIaTUHOBAsK TyOKa WM TIeHa, MapJisl U3 ajdbrMHATa
KaJpIys, "BaTa" mun "TuieHKa".

(4) CrepuabHble XHPYpPruvecKue WJIM CTOMATOJOTHYECKHEe aJre3MOHHbie  Oapbepbl,
paccacbIBalOlHecs] WU HepaccachblBaloIMecs.

(5) PeareHTsI 1J15 onipeNiesieHUs TPYNIIbI KPOBH.

PeareHTsl JaHHOM TOBapHOW MO3UIMM JOJDKHBI OBITH MPHUTOJHBIMU JJISI HEMOCPEICTBEHHOTO
ynoTpeOjaeHusl MpH ONpEeAENeHUU TpPYHIbl KPOBU. OTH peareHThl MPOU3BOAATCS WIM U3
CBIBOPOTKH YEJIOBEUECKOI0 WJIM KUBOTHOT'O INPOUCXOKIACHUS, WIM U3 PACTUTEIBHBIX JKCTPAKTOB
CeMSH WJIM JIpYrHX 4yacTeil pacTeHuid (PpUTarratoTUHUHBI). Takue peareHThl UCIOJIb3YIOTCS s
OTIpesieNIeHus] TPYMIMbl KPOBU ITYTEM BBISABICHHS XapaKTEPUCTHK (OPMEHHBIX 3JE€MEHTOB WU
CBIBOPOTKH KpOBH. B 10IIONHEHNE K OCHOBHBIM MHTPEAMEHTAaM OHM MOTYT BKJIKOYaTh BEILECTBA,
YCUJIMBAIOIME UX aKTUBHOCTb WJIM CTAOMIIM3UPYIOUIHE UX (AaHTUCENTUKU, aHTUOMOTHKH U JIp.).

A. Crenytouye npenaparsl 10JKHBI PACCMaTPUBAThCS KaK peareHThl AJIs ONpeAeIeHUs TPYIIbl
KpPOBH I10 CBOICTBAM (pOPMEHHBIX 3J1€MEHTOB KPOBH

(i) mpemapatsl s onpenencuus rpymm A, B, O u AB, noarpynn A1 u A2 u ¢pakrtopa H;

(i) mpemapats! miist onpenenenus rpynn M, N, S u P, a takke apyrux rpymi, Takux kak Lu, K
uLe;

(iii)ympenapartst st onpenenenus rpymn Rh u noarpynn CV, F, V u ap. noarpymnir;
(iv)mpenapaThl Tt ONIPEICTCHUS TPYIII KPOBH Y KHUBOTHBIX.

b. HpenapaTLI, KOTOPBIC HOJIKHBI paCCMAaTpUBATBCA KaK PCAarCHTHI JJIsI ONPCACICHUA CBOMCTB
CBIBOPOTKM, SBJIAIOTCA IIperiapaTaMu, UCIIOJIb3YEMbIMU JJIS1 OTIPCACIICHUSA:

(i) xapakrepuctuk cucrem Gm, Km u np.;
(i) rpymm ceiBopoTku Ge, Ag u ap.
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B. AHnTuceiBopoTka uenoBeka (cbiBopoTka KymOca), sBhsiomiascs BaKHOM B HEKOTOPBIX
METOJIMKAX OIpPENEICHUs TIPYNIBbl KPOBH, TAKXKE JOJDKHA PAacCMAaTPUBATBCA KaK PEAreHT
JTAHHOW TOBapHOW MO3ULIUH.

Chlpass CBIBOPOTKa M Jpyrue BeliecTBa-mosryabpukarsl, TpeOyromue NpeaBapUTeNnbHON 00paboTKM Tmepen X
HCTIONB30BaHUEM B KaUECTBE PEareHTOB, JOJKHBI PACCMaTPUBAThCA TaM XKe, TJI€ U COCTAaBJIAIONINE UX KOMIIOHEHTHI.

I'. B nganHyro TOBapHyIO MO3UIIMIO BKJIIOYAKOTCS peareHThl i ompenesieHus cpoiictsB HLA
(HLA-aHTUT€HOB); OHM JOJKHBI OBITH IPUTOAHBIMH ISl HEMOCPEICTBEHHOTO YIIOTPEOICHHUS.
OHHU mpencTaBisAIOT COOON CHIBOPOTKY YEIOBEUECKOrO WM YKUBOTHOTO IMPOUCXOKICHUS.
Takue peareHThl BCTYNAlOT B peakuuio ¢ JuMdouuTamu mnepudepuyeckoil KpoBH
uccienyemMoro obpasiia, B pe3yabTaTe Yero OMNPENeNIIOTCS aHTUreHbl cuctembl HLA.
Anturensl HLA B uccienyemMoit mpo0e MOXHO ONPESIUTh 10 THIY PeaKIui, MPOTEKAIOIINX
C Pa3IMYHBIMU CTaHJAPTHBIMU ChiBOpoTKamMu HLA. IToMUMO aKTUBHBIX UHTPEIUEHTOB TaKUE
peareHThl coiepkat J0OaBKH JIsl CTa0MIIM3AlMK U KOHCEPBALIUU.

Croza oTHOCATCS:

(a) mpemnaparts aJ1s1 onpenesieHus: anturenos A, B u C cucremsr HLA;
(6) mpenaparts! ais onpenenenus antureHoB DR cucrembr HLA;

(B) mpemnapartsl AJist onpeaesieHus anturesos D cucrembr HLA;

(r) rotoBble peareHTsl U1 onpenenenus antureHos A, B u C B cucreme HLA, conepxaiune
PsLI Pa3IMYHBIX aHTUCBIBOPOTOK cucteMbl HLA (Hampumep, TeCT-IUIACTHHKH);

(1) roroBble peareHThl U omnpexneneHus Jokyca DR cucrempr HLA (manpumep, Ttect-
TJIACTUHKH).

(6) KouTtpacTtHble mpenapartsl JJIsi peHTTeHOrpaduuecKux 00C/ieI0BaHHIl W INATHOCTHYECKHE
peareHTbl, NpeJHA3HAYEeHHbIe 1JI1 BBeJeHHs1 001bHBIM, B BH/e HeCMEIIAHHBIX MPOIYKTOB,
pacacoBaHHBIX B J03UPOBAHHBIX (popMax, WM MPOAYKTOB, COCTOSIIMX U3 ABYX HJH Oojiee
HHIPEMEHTOB, CMECIIAHHBIX CIICHHATBHO JJIs1 TAKOTO IPUMEHEHHS.

KoHnTpacTHble npenaparbl UCHOIB3YIOTCS B PEHTreHOrpaUyecKuX OOCIIeIOBaHUSAX BHYTPEHHHUX
OpraHoB, ApTEpUH, BEH, MOUYEBBIBOJALIMX IIyTEH, KEIYHBIX NMPOTOKOB MU T.I. OTH Ipenaparbl
MPUTOTABIIMBAIOTCSI Ha OCHOBE cyhb(dara Oapus WIM JPYrMX BELIECTB, HE MPO3PAauHBIX IS
PEHTTEHOBCKUX JIy4€l, U MOTYT BBOJMUTBHCSI B OPraHU3M IIyTEM HHBEKIUN WIH TEPOPaIbHO
(Harmpumep, TpueM OapueBoil CyCrieH3un).

JluarHocTuueckue peareHThl (BKJIIOYas MHKPOOHbBIE TUArHOCTUYECKHWE pEareHThl) JIaHHOU
TOBAapHOU MO3UIUHU BBOJATCS B OPTaHNU3M NEPOPAIBHO, ITyTEM UHBEKIIMM U T.II.

JlmarHocTHUecKHe peareHThl, He IIpeJHAa3HAYCHHBIC /IS BBEJCHHUS OOJBHBIM (HAlpUMEp, peareHTbl, KOTOpbIE
HCTIONB3YIOTCS Ul TPOBEJCHUS aHAIM30B KPOBH, MOYM M Mp., U HCCIEAOBAHUS MPOO, B3ATHIX y OONBHBIX, W IS
MIpOBEICHUS JTa0OpPaTOPHBIX AHAJIN30B), He BKJIOYAKOTCA; OHM pACCMaTPHUBAIOTCS B TOBapHBIX IO3MIHMAX,
COOTBETCTBYIOIIUX MaTepHanaM, M3 KOTOPBIX OHM H3TOTOBJIEHBI (Hampumep, rpymma 28, rpynma 29 uiu ToBapHas
no3unust 3002 wn 3822).

(7) LemeHTHI 3yO0HBIE MW MaTepHAJbl I IJOMOMpPOBaHUST 3y00B M  [EMEHTBbI,
PEKOHCTPYHUPYIOLIHE KOCTh.

3yOHbIE IEMEHThI U MaTepHalibl JJIs IIIOMOMPOBaHUs 3y0OB, KaK MPaBUJIO, UMEIOT B OCHOBE COJIH
METaJUIOB (XJOpUJ IUHKA, QochaT IUHKA M T.J.), OKCHJBl METAJJIOB, TyTTalepuy WIN
wiactMaccy. OHM MOTYT TakKe€ COCTOSATh M3 CILIAaBOB METAJIOB (BKJIIOYas CILIABbI AParoleHHbIX
METaJUIOB), CHEIHAIbHO 00paOOTaHHBIX JJIS HCIOJB30BaHUS B KayecTBE IJIOMOMPOBOYHBIX
MarepuasioB. Takue CrijiaBbl HHOTIa HA3bIBAKOTCS "'aMaibraMaMu'', 1aKe €CJIM OHU U HE COAepKaT
pTYTH. B 1aHHYIO TOBapHyI0 MO3MIMIO BKIIOYAKOTCS KAaK BPEMEHHBIE, TaK U IOCTOSHHBIE
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H.HOMGI/IpOBO‘-IHBIG MaTCpHraJibl, a TAKKC HEMCHTBI U HJIOM6I/Ip0BO‘-IHI>Ie MaTcpuaibl, COACPKAIIUC
,I[O6aBKI/I JICKApCTBCHHBIX BCUICCTB U O6J'IaIIaIOHII/Ie HpO(bI/IJIaKTI/I‘leCKI/IMI/I CBOMCTBaMH.

OHI/I, KaK IpaBHJIO, INOCTABJIAOTCA B BHUAC MOPOLIKOB WA TaGHeTOK, nHOorga B KOMILICKTC C
KHUJIKOCTBIO, HCO6XOI[I/IMOI71 AJId UX IMOATOTOBKH, 4 HA YIIAKOBKAX YKAa3bIBACTCs, 4YTO IIperiapar
npeaHa3HauCH I CTOMATOJIOTrMYCCKUX LEeICH.

B nanHy0 TOBapHYIO TO3MIMIO TaK)Ke BKIIOYAIOTCS CTEpXKHU (HampuMmep, u3 cepedpa,
ryTTanepuu, Oymaru) ajs mioMOMpoBaHus 3yOHBIX KaHAJIOB.

B maHHYIO TOBapHYIO MO3UIMIO TAKXKE BKIIIOYAIOTCS ILIEMEHTHI, PEKOHCTPYHPYIOUIHE KOCTb,
OOBIYHO COJIepKAIllUe OTBEPIAUTENb (BYJIKAHU3YIOIIMM areHT) W aKTUBATOp, HCIOIb3YyEMBIE,
HarpuMep, JJIs KPEIJICHUs TPOTE3HBIX UMIUIAHTATOB K YK€ CYIIECTBYIOIICH KOCTH; 3TH IIEMEHTBI
0OBIYHO OKA3BIBAIOT JIeueOHBIN A(h(HEKT mpu TeMIieparype, paBHOM TeMIIEpaType Tela.

B nmaHHYI0 TOBapHYIO MO3UIMIO He BKJIIOYAIOTCS CIICIHMAIBHO KalbLHHUPOBAHHBIC MM MEJIKO M3MEJbYEHHBIC T'HIICHI U
coCTaBbI 115 3yOoBpaueOHBIX 1ieiell Ha OCHOBe rurica (ToBapHble no3uuuu 2520 u 3407, COOTBETCTBEHHO).

3aMeHHUTENM KOCTHOTO TPAHCIUIAHTATa, W3TOTOBICHHBIE M3 CyNb(aTa KaJblHi XUPYPrHYSCKOrO HAa3HAYCHUS U
obpasyronue KpUCTAUIMYECKYI0 MATpHIly, Ha KOTOPOHl MOXET pacTH HOBas KOCTb IO Mepe TOro, Kak MaTpHia
paccacbIBaeTcs, Tak)ke He BKJIIouaioTcs (ToBapHast mozunusi 3004).

(8) Cymkmu caHUTapHbBIEe H HAOOPDI IJIsl OKA3aHHUSI IEPBOii MOMOIIH.

OnHu cozmepkat HEOONBIINE KOJIMYECTBA HAMOOJIEe pacpPOCTPAHEHHBIX JIEKAPCTBEHHBIX CPEICTB
(Hampumep, MEePOKCHUIl BOJOPOJA, HACTOMKY HOJa, MEPKYpPOXPOM, HACTOMKY apHUKH U T.1.),
HEMHOTO TIEPEeBSI30YHOr0 MaTepuana, OMHTOB, IUIACTHIPEH U T.J., @ TAK)KE BRIOOPOUYHO HEKOTOPHIE
MHCTPYMEHTBI, TAKUE KaK HOKHUIIbI, TMHUETHI U TIP.

B JaHHYIO TOBAPHYIO MO3UIUIO HE BKIKYAKTCH CIICHHUAIbHBIC MCAUITUHCKUC Ha60pr, KOTOPBIMHU IMOJIB3YHOTCA Bpa4iH.

(9) Xumuuyeckne KOHTpPaeNTHBHBbIE CpPeICTBA HAa OCHOBE TOPMOHOB, INPOYMX COeXMHEHMIA
TOBapHoil mo3unuu 2937 WM cnepMUIMIOB, pachacoBaHHBIE WM HE pac(acoBaHHBIE B
YIAKOBKHU Il PO3HUYHON MPOAAXKH.

(10) MpenapaTrsl B BHAE Trejisi, NpeIHA3HAYEHHDbIE /JIsi HMCIOJbL30BAHUS B MeIUIMHE HJIH
BeTepPHHAPUM B KayecTBe CMAa3KM JJIsl YacTell Tejla MPU XMPYPrUYeCKHX ONepaunusax HJIH
(pu3nyecKkux ucCCJAe0BAHUAX MJIM B KadecTBe CBSI3YIOLIEr0 areHTa MeKay TeJIoM u
MeIUIIUHCKUMH HHCTPYMEHTAMM.

Otu npenapatbl OOBIYHO COJEPKAT MOJUCIUPTHI (INIMLUEPHUH, MPONWIEHITIUKONb U T.J.), BOAY U
3aryctutens. Kak IpaBWIo, OHM MCHOJIB3YIOTCS B KAa4eCTBE CMa3KM MEXIY 4YacTsAMHU Tella B
npouecce (U3NYECKUX HCCIeAOBaHUN (HampuMep, BIArajulilHas cMa3Ka) WIM MEXAY 4acTIMU
TEeJNa U PyKaMM XUPYpra, nepyaTrkaMy WK MEAULMHCKUMHU MHCTPYMEHTaMU JJIs Leed MEUIUHBI
win BerepuHapuu. OHM TakkKe MCIOJB3YIOTCS B KaUECTBE CBA3YIOLIErO areHTa MeX]y TEeJIOM U
MEIULUMHCKUMH  MHCTpyYMEHTaMu  (Hampumep, 3JeKTpokapauorpadom,  yiabTpa3ByKOBBIM
CKaHEpOM).

(11) Mpucniocod6aennsi, wWaeHTHGUIUPYeMble KaK NPHUCIOCOOJIEHHs] UISi CTOMHYECKOro
HCIOJIb30BAHMSA, TO €CTh KOJIOCTOMHBIE, MJIIEOCTOMHBIE U YPOCTOMHBIE MEILIKH, Pa3pe3aHHbIE 110
dopme, U UX JTUIKUE MJIACTUHBI WIN JINIEBBIC YACTH.

(12) Henpuroanble (hapmaneBTHYECKHE CPEACTBA.

B AAHHYIO0 TOBAPHYIO MO3UIHIO TAKKC BKIHOYAKOTCA (bapMaL[eBTI/I‘-ICCKI/Ie MMPOAYKTHI, KOTOPBIC HC
MNPUTOJAHBI IJId HWCIIOJB30BaHHUA 110 IICPBOHAYAJIIBHOMY HA3HAYCHUIO, HAIpUMEP, BCICACTBHC
HCTCUCHUSA UX CpOKa 'OAHOCTH.
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