YTBEPX/IEHDBI

Permnennem CoBera
EBpa3uiickoil 3KOHOMHUYECKOM KOMUCCUM
OT « » 20 r. Neo

TPEBOBAHMUS
K MAapKHPOBKe JIEKAPCTBEHHbIX CPEACTB

I. Crivcok coxpalreHuit

BJIC - BerepuHapHOe JIeKapCTBEHHOE CPEIICTBO
BJIII — BeTepuHapHBIN JeKapCTBEHHBIN Mperapar
JIC — JIEKapCTBEHHOE CPEJICTBO

JIIT — JIEKapCTBEHHBIN IIpenapar

J1D — nekapcTBeHHas hopma

MHH - mexnayHapo/iHOe HEmaTeHTOBaHHOE HAaMMEHOBAaHHE

EADC — EBpa3uiickuil 5JKOHOMHYECKUH COI03

II. O6wue nooKeHus

Hacrossmuii nokyment (nanee — TpeboBanus) coaeput TpeOOBaHMS
K MapKupoBKe, pasMeleHHoil Ha ynakoBkax JIC u BJIC, npegHazHayeHHBIX
U1 peanuzauuu Ha tepputopun EADC.

1. Mapkuposka JIC wu BJIC nomxHa OBITh Ha pyCcCKOM sI3BIKE
U [PU HAIMYUU  COOTBETCTBYIOIMX TpeOOBaHMH B  3aKOHOJATENLCTBE
rocyZapcTB — YWIEHOB EADC (manee - rocyaapcTBa-usieHsl)
Ha rocyJJapcTBEHHOM  (FOCYZIapCTBEHHBIX  SI3BIKAX)  TOCYJapcTBa-ujieHa,

Ha TeppuTopuu kotoporo peanusyercs JIC u BJIC.
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JIOTIOJIHUTENBHO OIYyCKAeTCsl HAHOCUTh HICHTHUHYIO HH()OPMALMIO
Ha APYIUX S3bIKaX.

2. MapkupoBka He JIOJDKHA TPOTHBOPEYMTL MM MCKaXaThb
MH(OPMALMIO JOKYMEHTOB PErHCTPAllOHHOIO JIOChE M He JOJDKHA HOCHTH
pPEKIIaMHBII XapakTep.

3. MapkupoBka  jgokHa ~ OBITH  yooOOYMTAaEMOM,  MOHSTHOM
W JIOCTOBEPHOH W  He BBOJUTH B  3a0iyxkieHWe  moTpeOuTeNei
(mpuobpetareneit) JIIT u BJIIL.

4. TepMHHBI U OTIpeIeICHUS:

4.1. YnakoBka — MaTepHal WM YCTPOHCTBO, TIapaHTUPYIOLIee
coxpatnenue kKauectsa JIC u BJIC Ha nmpoTsHKEHHH YCTaHOBIIEHHOIO CpPOKa
rOJHOCTH  (XpaHeHus1), obecnieunBaromee 3samury JIC u  BJIC
OT TIOBPEXJICHUH M IIOTEPh, a TAKXKE NPeAOXPaHsIOLIee OKPYKAOIIYIO CPeNy
OT 3arpsA3HEeHUH.

a) mepBUYHAsl (BHYTPEHHSISI) yMakOBKa — YIAKOBKA, HEIIOCPEICTBEHHO
conpukacatomascs ¢ JIC u BJIC;

0) IpoMeKyTOUHasl YIIAKOBKa — YHAKOBKA(-H), B KOTOPYIO(-bi€) MOMKET
OBITH MOMeIleHa MEepPBUYHAS YIAKOBKA C IENBI0 TOMOIHUTEIBHONW 3aIlUTHI
JIT nnu ncxons us ocodennocreit npumenenus JIIT u BJIIT.

B) BTOpU4YHas (IOTpeOUTeNnbCKast) YIMaKOBKa — YIIAKOBKa, B KOTOPYIO
nomemaercs JIII u BJII B nepBuyHON WM B MPOMEKYTOYHOH YIaKOBKE
JUIS peajin3allii MOTPeOUTEO;

4.2. MapkupoBka — HH(pOpManusi, HaHeceHHas Ha ymakoBky JIC
n BJIC.

4.3. TepmuHBI, He ONpeneeHHble HACTOSIIEN CTaThel, UCHOIB3YIOTCS
B HacTOsIIMX TpeOoBaHUAX B 3HAUEHUSIX, ONpeeleHHEIX mpasom EADC.

4.4. TpebopaHnus k oOpasliaM W MakeTaM YIIaKOBOK COJepiKaTcs

B nipusioskenuu 1 k IlpaBunam perucrpanuu U 3KCNepPTH3BI JIEKAPCTBEHHbIX
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npenaparoB OJ1 MEAUIHUHCKOI0O MpUMEHEHHS.

III. O61mue TpeboBaHUS K MAPKUPOBKE

5.Ha nepBuunoit  (BHyTpeHnHeit) ymakoske JIII u  BJIII
(3a uckmouenuem JIIT u BJII, mnpeacrasasronux coboil  (pacoBanHOe
JIEKapCTBEHHOE PACTUTENBHOE ChIPhE) YKA3BIBAKOT:

a) ToproBoe HaumeHoBanue JIIT u BJIII;

6) MHH (mpu samuumu) wim obuwenpurstoe (MPyIIEPOBOYHOE)
HalMEHOBaHHUE;

B) JID;

r) IO3UPOBKY (MJIM) aKTUBHOCTH W (WJIM) KOHIEHTpALMIO (eciu
NMPYMMEHMMO)  aKTHBHOH  (apMmaneBTHYecKoil cyOCcTaHIMH  (aKTHBHBIX
(hapMarieBTHUECKUX CyOCTaHIM);

n) konmuuectso JIIT u BJII B ynakoske;

€) MyTh BBEICHHUSI;

’K) HAMMEHOBAHUE MJIM JIOTOTHUII TIPOU3BOMUTENs! (IIPU HEOOXOLUMOCTH)
WIn nepKarelis PErUCTPALIMOHHOIO yA0CTOBEPEHU S JII
WJIH TIpaBoO0IajaTells perucTpalMoOHHOro ygocrosepenns BJIIT;

3) HOMED CepHH;

M) JaTy UCTEYEHHUsl CPOKA TOTHOCTH (rOJeH J10).

5.1. Ha mepBuuHOii (BHyTpeHHe#) yliakoBke B BUjie OJIMCTEPa, KOTOPKIIA
MOMEIIAlOT BO BTOPHYHYIO (HOTPeOUTENbCKYI0) VYIIAKOBKY JIOIYCKAETCsI
HE UCIIOJIHATS III. B), 1), €).

5.2.Ha nepBuuHOH (BHYTpeHHeil) yIakoBKe HEOONBIINX pa3sMepoOB
(oObmiast maomanbL TEKCTOBOIO I10JIS KOTOPOM He mnpeBblaer 1,5 CMz),
Ha KOTOPOH HET BO3MOXKHOCTH Pa3sMECTUTh BCIO MH(GOPMAILUIO, JOMYCKAeTCs

HE UCIIOJIHSATD M. 1), €), ).
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6. Ha Bropuunoii (norpebutensckoit) ynakoske (IpU €€ OTCYTCTBUH —
Ha nepsuyHoil ynakoske) JIIT u BJIIT ykaspisaror:

a) Toprosoe HaumeHoBanue JIIT u BJIIT;

6) MHH (mpn Hanmuuy) WM OOIIENPUHATOE (IPYyHNMPOBOYHOE)
HalMEHOBaHHE;

B) HAMMEHOBAHHE JIEPXKATENsI PErMCTPALMOHHOIO  yIOCTOBEPEHHS
U TIPOU3BOIUTEIIS JIIT 150 051 HauMEHOBaHHE paBoobagaTens
peructpanronHoro ynocrosepenus BJIL u mpoussomurens BJIII;

I) aapec nepxarens PETUCTPAHOHHOTO YIOCTOBEPEHUS
v npousBoautens JII wunum azpec mnpaBooOmajgaTenss perucTparoHHOrO
ynocrosepenus BJIIT u npousBoaurens BJIII;

n) JId;

€) MO3UPOBKY M (MIM) aKTHBHOCTh W (WJIM) KOHIEHTpPaUMIO (ecin
NPUMEHUMO)  aKTHBHOW  (apmaneBTHYecKOil  CyOCTaHIMM  (AKTHBHBIX
papmanieBTHUECKHX CyOcTaHIuil);

k) komuuecTBo JIIT u BJITT B ymakoBke;

3) uHpopmanuio o cocrase JII u BJIIT;

1) HOMEp Cepuu;

K) JaTy MPOU3BOJICTBRA;

JI) 1aTy UCTEUeHUs CpoKa TOMHOCTH (TOJIEH J10);

M) yCIIOBHSL ~ XPaHEHHs, IPH  HEOOXOJUMOCTH —  YCIOBHA
TPaHCIIOPTUPOBAHUSI;

H) IMyTb BBEJEHHUS;

0) YCIJIOBHSI OTITYCKa,

I1) IpeAyNpeUTEIbHbIC HAIITKCH;

p) Ha yIaKoBKaX IpenaparoB, BBEIMYCKaeMbIX KaK ¢ KOHCEPBAHTOM,
TaK U 0e3 KOHCEePBAHTOB, IIPH BBIIIYCKE MPOJYKINK O€3 KOHCEPBAHTA TI0CIIe

HepeyHs BCITOMOTI'aTeJIbHbLIX BCIIECTB YKa3bIBaroT: «He COHOCPIKHUT



KOHCEpPBaHTa,

7. IlpoMexyTo4Has yIaKOBKa, He MO3BOJIIOIIAS 0€3 HapylleHHs
€¢ LEJIOCTHOCTH TPOYECTs HMHMOPMALMIO Ha TIEPBHYHON (BHYTpeHHEH)
YMaKoOBKe, KaK MHHHUMYM JIOJUKHA IIOBTOPSITH MH(MOPMAIMIO, YKa3aHHYIO
Ha IEpPBUYHON (BHYTpPEHHEH) yIIaKoBKe.

8.Ha ymakoBke  axkTUBHBIX  (papMaleBTHUECKUX  CyOCTaHLMi
YKa3bIBAIOT:

a) TOProBoe HaMMEHOBAHUE aKTHBHOM (hapMalleBTHUECKOH cybcTaHImu
(npu HATMYMN);

©) MHH nnu obmenpussToe (rpyuupoBoYHOe) HAUMEHOBAHHE;

B) HAUMEHOBaHHE PI ajipec IPOU3BOJIUTEISA aAKTUBHOM
(GapmarieBTHUYECKO# cyOcTaHINu;

') HOMEp CepHH;

1) JaTy IPOM3BOJICTBA;

€) KOJITYEeCTBO aKTUBHOHU (papMaleBTHUECKOM CYOCTaHIMK B YIIAKOBKE;

’K) 1aTy HCTEUYEHHUs] CpoKa TOAHOCTH (TOJeH [0) WM, €CIM TaKoBas
IPEyCMOTPEHA, IaTy MOBTOPHOI'O UCIIBITAHMUSI,

3) YCJIOBHS XpaHEHHs,

1) Ha3HaueHHe.

9. Hna xommuiexta (JIIT n BJII ¢ pacrBoputenem (pasbasureiiem)
win Habopa (kommiekt AByx u Oomee JIII u BJIII)) Ha BTOpHYHOl
(moTpeOUTENBCKOM) YIIAaKOBKE JIOMOJHUTEIBHO YKA3LIBAIOT!

a) CBEJIeHUs1 0 KOMITOHEHTaX KoMIutekTa (Habopa):

- HaMMEHOBaHUE KOMITOHEHTA,

— JO3UPOBKY W (MJIM) aKTUBHOCTb W (MJIM) KOHLEHTPALUIO (eciau
IPUMEHUMO)  aKTHBHOH  (apMaLeBTHYECKOH CyOcTaHiuu  (AaKTMBHBIX
(apmarieBTHUECKUX CyOCTaHIINM);

- uH(pOpMaIUst O COCTABE;



- YUCIIO eJTMHHIL;

- HOMEpP Cepuu (B COOTBETCTBMM C IIYHKTOM 23 HACTOSIIHX
TpeboBanwuii).

0) cBRefleHuss O HAJIMYHUK BCIIOMOIaTEebHBIX MEIULMHCKUX H3ICIHii
(IUMpUIIB], TAMIIOHEL, YCTPOUCTRA /ISl BBEIEHHUS M T.IL.).

Ha ymakoBky He [OMyCKaeTcsi HAHOCUTh BBIOOPOYHBIE CBENEHUs
u3 pazfenos 4 u 5 OOmEel XapaKTepHCTHKM JIEKapCTBEHHOTO Iperapara
1 SKBUBAJICHTHEIX pa3iesioB MHCTpyKIMKM 0 MEAMLHUHCKOMY IpPHUMEHEHHUIO
JIEKApCTBEHHOTO IIperapara.

s BJIIT moryckaeTcst HAHOCUTh TEKCT MHCTPYKIHH 110 TPUMEHEHHIO
BJIII (JircTKa-BKIIa/blIa) HEMOCPEACTBEHHO Ha YITaKOBKY.

Ilpy manmuyuu B NPOMEXYTOYHOH HIM BTOPHYHOW ymakoBke JIII
IIAKETUKOB (MJIM TaOJIETOK) C BJIArOMOMVIOTHTEIEM HAa HHX JIOJNKHA OBITH
HaHeCEHa IpeaylnpeauTe/bHas MapkupoBka «CuiMkarenb, He CheqoOHO,
BJIArOTIOTJIOTUTEIIBY.

B nomonnenue x ykasaHHbIM TpeOOBaHMSIM, JOIYCKAETCsl pa3MeIleHue
Ha yIaKOBKE JOIOJHUTEIBHOW MH(OPMALMK MPH YCIOBHH €€ COOTBETCTBHS
JMIOKyMEHTaM pPETruCTPAlMOHHOIO JOChe, HAHECEHWE Ha YIAKOBKY INTPHX-
KOJa, Trojiorpa@uyeckux M JOPYrHX BallUTHBIX 3HAKOB, CTHKEPOB,
NyOnMpoBaHUE TEKCTa MAapKHPOBKH C HCIIOJb30BAHMEM JPYTHX S3BIKOB
v mprdra bpaiind, pasmelleHHe CHMBOJIOB HJIM HHKTOTPaMM, KOTOPEIE
IIOMOTAIOT Pa3bsACHUTH MH(pOPMAIHIO OTpeduTesto. Jlonyckaercs HAHOCHTD
IOJIHBIA TEKCT HHCTPYKUUH [0 MEIULMHCKOMY TpPUMEHEHHIO (JINCTKa-
BKJIa/IbI111a) HETTOCPEACTBEHHO Ha YITAKOBKY.

9.1. Ha aTKeTKe TpaHCIOPTHOM Taphl ynakoBKH in bulk ykaseiBaercs:

a) Toprooe HauMmeHnosanue JIIT u BJIII;

0) JID;

B) MHH;



I') JO3UPOBKA;

1) HazBaHue (PUPMBI-IIPOM3BOIUTENS, CTPAHA,;

€)  KONMYECTBO  YMAaKOBOK B  TPAaHCIOPTHOH  Tape  (eciu
9TO Hepac(acoBaHHAs HPOAYKLMS — MOXET OBITh yKa3zaHa Macca HEeTTO
1 Macca OpyTTo);

) YCTIOBUSI XpaHEHUS;

3) HOMED CepHH;

M) 1aTa MPOU3BOCTBA;

K) JjaTa HCTeYeHH sl CPOKa FOIHOCTH (TOJIEH J10...); TP HEOOXOJUMOCTH
MOXET OBITh yKa3aH JIOTOTHII KOMITAHHH, YCJIOBUSI TPaHCIOPTHPOBAHHS,

[IpeaynpeauTeIIbHBIC HAAIIUCH U MaHHUITYJIATOPHBIC 3HAKH.

IV. TpeboBanus K H3710KEHUIO TEKCTOB MAPKHUPOBKHU

10. ToproBoe HaMMeHOBaHUE YKA3BIBAKOT B IMEHHTEILHOM MAjIeiKe.

JUIsl  eKapcTBEHHBIX PACTHTENBHEIX IPENapatoB, JAONOJHUTEIBHO
YKa3blBAlOT ~ HAHUMCHOBAHWE  JIEKAPCTBEHHOIO  PAaCTUTEIBLHOIO  ChIPbs
WM aKTUBHOHU (papmalieBTHUECKOH cyOCTaHIIUH PaCTUTENBHOTO
[POUCXOXKIICHHST Ha JIJATUHCKOM $3bIKE (32 MCKIIOYEHHEM HaUMEHOBaHHUS
cOOpOB) BO MHOXKECTBEHHOM 4YHCIIC (32 HCKIIOYEHHEM «TpaBa» H «KOpay).
JIOTIONHUTENBHO  yKa3bIBAIOT BUJ (ACOBAHHOM HPOXyKuMd (HampuMmep,
HenbHasl, MM U3ME/IbUEHHAs], UIIU IIOPOIIOK U TIp.).

11.MHH wmu oO6menpunsitoe (rpyIIupoOBOYHOE) HAUMEHOBAHHE
YKa3BIBalOT B UMEHHUTEIHHOM IajIexke.

MHH  yxaspiBaloT Ha pycckoM u (WJIM) aHIVIMICKOM  SI3BIKax
(B COOTBETCTBUH ¢ OQHULMATBHBIM TIEPEUHEM aHIIHHCKoNH penakumu MHH
BO3).

B caywae  orcyrcrBuss  MHH  ykaseiBator  o6wienpuHsToe
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(rpynnupoBOYHOE) HAMMEHOBAHHME Ha PYCCKOM SI3BIKE.

MHH wma  oOwenpunsitoe  (rpylnnmupoBOYHOE) HaMMEHOBAHHE
JOIIyCKAaeTCsl HE yKasplBaTh B CJIydae IOJNHOTO COBIAJCHHS C TOPrOBBIM
HauMeHoBanuem JIIT u BJIIL.

I'ereposnoruyneie  CHIBOPOTKH  JOJDKHBI  MOCTYNATh B OOpalleHue
C yKazaHMeM BHJa JKMBOTHOTO, M3 KPOBH MM IUIa3MBl  KOTOPOTO
OHM TIOJTyYEHBI.

Host JIIT w BJIIT 6uosornyeckoro nmpoMcxXoxaeHus Mpu OTCYTCTBHH
MHH wniu obmienpunsaroro (rpynmupoBOYHOr0) HAMMEHOBAHUS YKA3BIBAIOT
MCTOYHUK MOJIy4YeHHUs Ipernapara.

Host paguodapmanestrnyeckux JIC u BJIC yka3sblBaeTcss CHMBOJI
XHMHYECKOTO 3JIEMCHTA C MHIEKCOM pPAAMOHYKIHIA W MEKIyHApOHbIH
CUMBOJI PAIMOAKTHBHOCTH.

12. Hanmenosanus jiepxkarens (npaBoobmamarens — gns  BJII)
PETMCTPAIIMOHHOIO  Y/IOCTOBEPEHUSI U MPOM3BOJMTENST  YKAa3bIBAIOTCS
B UIMCHUTENIBHOM Iafexe. B ciyuae, ecnu B IPOU3BOACTBE YYaCTBYIOT
HECKOJIbKO  MPOU3BOJAMTEIIEH, 00s3aTe/bHO  YKA3bIBAIOT HAUMEHOBAHUE
IIPOU3BOAMTEIIS, OCYILICCTBIISIOIIEIO BBITYCKAIOIIHUNA KOHTPOJb KadecTBa JIC
umm BJIC.

B ciydae coBnajieHusl HAMMEHOBaHU Jeprkarels (mpaBoobaanaTens —
ans  BJIII)  perucTpallMOHHOro  yAOCTOBEPEHHs W IIPeNIPHSITHS-
NPOU3BOJMTEIS, HAMMEHOBaHUE NyOIMpOBaTh He Tpebyercs.

llpn  HEOOXOMMMOCTH  yKa3hlBalOT HAMMEHOBAaHHE OpPraHM3aIldH,
OCYILECTBIISAIOIIEH (hacOBKY M (UITH) YITAKOBKY € MPEALIECTBYIOIMM CIOBOM
«pacacoBaHO» U (WIH) «yNAKOBAHO», «YIAKOBLIHK.

13. Anpeca ykasplBalOT COKpAIGHHO (CTpaHa WM CTpaHa ¥ Tropoj)
WK TTOJTHOCTBIO; JIOTIOJTHUTENLHO J0ITyCKaeTes ykazaHue TeiedoHa, (akca,

aJipeca dDJIEKTPOHHOM MOYTHI.



g

14. JlosupoBKy ¥ (MIM) AaKTHBHOCTE H (WJIM) KOHIEHTPALHUIO
YKa3blBalOT ~ aKTHBHOW  (apMmalleBTUYEeCKOW  CyOCTaHIMM  (AKTHBHEIX
(papmanieBTHUECKHX CcyOCTaHIMI) Ha YIAKOBKE ¢ 00S3aTe/IbHBIM yKa3aHHEM
eAMHULl U3MEPEHHMSI.

15. Komuuectso JIC u BJIC B ynakoBke yKa3bsIBaroT 1o mMacce, 00beMy
HJIH KOJIMYECTBY €JIMHUIL JO3UMpOBaHMS B 3aBUCUMOCTH oT JI® u Tuna
YIIAKOBKH.

Jlst JIEKapCTBEHHBIX PaCTUTENBHBIX Ipernaparon Maccy
JIEKapCTBEHHOTO pPacTUTEILHOTO CBIPBSI u (nn) aAKTHBHOM
(papmarieBTHUECKOM CyOCTaHIIMM  pacCTHTEIBHOIO IIPOUCXOXKJICHHUS
YKa3BbIBaIOT [IPU UX OIPEEIICHHON BIAKHOCTH.

J03UpOBKY (aKTUBHOCTB) OMOOTHYECKHX JIEKAPCTBEHHBIX TIPErapaToB
CIIENYET BBIpaKaTbh B COOTBETCTBMH ¢ EnuHbIME TpeOoBaHUSIMHU K OOIIei
XapaKTepUCTUKE  JICKAPCTBEHHOIO  Ipemapara  JUii  MEeJUIMHCKOIO
IIPUMEHEHUS U JIMCTKY-BKJIAJIBIIILY.

Jia papnodapmanestrueckux JIIT u BJIII yKasbIBaloT KOJIMYECTBO
€IMHHUL PAJHOAKTHBHOCTH B J103€ WK NEPBUYHOM (BHYTPEHHEH ) YIIAKOBKE.

16. B cocrase JIII u BJIIT yka3eiBatoTcst akTHBHBIC (hapMalieBTHUECKHUE
cyOcTaHIuu (KOMITOHEHTHI) U MX KOJIHYECTBO.

17. [JomyckaeTcst yka3aHHE TIIOJIHOI'O II€PEYHsI BCIIOMOTAaTEIbHBIX
BELECTB (KOMIIOHEHTOB). BcrnomorarensHple BemjectBa (KOMITOHEHTHI) Ha
YIIaKOBKE YKa3bIBarOTCs B 0053aTEJIEHOM IOPSIIKE B CICAYIOIIUX CITyYasx:

d) eCIM OHM BKJIIOYEHH B IlepeueHb BCHOMOTaTeNbHBIX BELECTB,
ykaspiBaeMblx Ha ynakoskax JIII u BJIT pns nmpuema BHYTPL COIIAcHO
IIpunoxenuro 1 — yka3bIBalOTCS UX Ha3BAHMS,

0) mna mabexuuonnsix JIIT u BJI, JIIT u BJIIT nns uaransumii, JII1
v BJIIT nns mectHoro u (mnu) wHapyxHoro mnpumenenus, JIIT u BIIII,

NMpUMEHACMEBIX B Oq)TaJTBMO.HOFI/H/I — YKa3bIBaHOTCA HAHMMCHOBAHHS BCEX
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BCIIOMOTaTeJIbHBIX BEIECTB;

B) 1l MH(QY3UOHHBIX PAcTBOPOB — YKa3bIBAIOT HAMMEHOBAHHUS BCEX
BCIIOMOTaTeJIbHBIX BEIIECTB U UX KOJIMYECTBA.

Ha ymakoBke MH(QY3MOHHBIX PAacTBOPOB YKA3bIBAIOT TEOPETHUECKOE
3HaQ4YEeHHE OCMOJISIPHOCTH (OCMOJISUTEHOCTH).

Hns mvMynonorudeckux JIIT u BJIII Ha ymakoBke ykasbBaroT
KOJTHYECTBEHHOE COJIEPIKAHNE KOHCEPBAHTOB, COPOEHTOB U aIbIOBAHTOB.

18. Cocras romeonatuueckux JIII wu BJIII ykaswBaroT COraacHo
TEPMHHOJIOTUH, IPUHATON B TOMEOIIATHH: HA3BAHUSI AKTUBHBIX KOMIIOHEHTOB
IPUBOJSATCS HA JJATUHCKOM SI3BIKE C  YKa3aHWUEM IIKaJlbl M CTEIEHHU
pasBeJleHUs] UCXOIHBIX KOMIIOHEHTOB/BEIIECTB, HA3BAHUS BCIIOMOIATEIbHBIX
BEIIECTB — Ha PYCCKOM A3BIKE COINIACHO AOKYMEHTAaM PETrHCTPAl[AOHHOTO
JI0Che.,

19. JIng  1neKapcTBEHHBIX PACTUTENBHBIX IPENapaToB, KOTOpLIE
ABJISAIOTCA (DACOBAHHBIM JIGKAPCTBEHHBIM PACTHTENLHBIM CBIPHEM, COCTAB
YKa3bIBAIOT TOJIBKO JIJIsl COOPOB.

20. Jlns  MHOTOKOMIIOHEHTHbBIX IIMTaTeNbHbIX Cpel M PacTBOPOB,
NPUMEHSEMBIX IPH  KYyJIbTHBUPOBAaHUM KYJIbTYP KIETOK, JOIYCKAeTCs
yKa3bpIBaTh UX OOILENPHUHSTHIC HAMMEHOBaHUS Oe3 paciu(POBKH COCTABA.

21. Ccbulkn Ha cTaHAapThl KOHTPOJS KadecTBa JUlsl aKTUBHBIX
(papmareBTHUECKUX ~ CcyOCTaHIMi  W/MIM  BCIOMOIATeJbHBIX  BEIIECTB
HE YKa3bIBAIOTCS.

22. lommyckaeTcst He yKa3blBaTh HaTy MPOW3BOJCTBA B Cilyyae, KOTZA
OHa BKJIIOUYEHA B HOMEP CEpHH.

23. Jlnsa xommnekra JII wm BJII ¢ pacrBoputenem wnu nabopa
(xomrutexT nBYX 1 6onee JIII u BJIIT) nonosHUTENbHO HA TOTPEOUTEILCKYIO
YIIaKOBKY HaHocATcs HoMepa cepui Beex JIIT u BJII, BXoasiux B KOMIUIEKT

(Habop), unu HoMep cepum KoMIuiekTa (Habopa).
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24, YKa3aHue JaThl UCTEUEHHs! CPOKA TOIHOCTH.

24.1.Ilpy HaHECEHWM JATHl HCTEHUCHHs CPOKA TOAHOCTH YKA3BIBAIOT
MECSIL ¥ TOJl, IPH DTOM TPH yKa3aHuy Mecsla IOoJ| JaTOH MCTeUYeHHs CpoKa
T'OJIHOCTH IO/IPa3yMeBaloT IIOCIeHEEe YHCIIO YKA3aHHOIO MEeCsILA.

24.2. lIpu HeoOXOAMMOCTH YKa3bIBalOT CPOK M ycioBus xpaneHus JIIT
u BJIIT mociie mepBoro BCKPHITHS IEPBUYHON YIIAKOBKU UM CPOK U YCIIOBHSI
XpaHEeHHUs I10Cle NMPUTOTOBJICHUS WM pa30aBlieHUst pacTBopa (CycIieH3HH)
B COOTBETCTBHHM ¢ HHCTpyKuued no npumenenuto JIII u BJIIT u nanHbIMuU
10 U3YYEHUIO CTAOMIBHOCTH C y4eToM TpeOOBaHUM NpHIOKEHHUS 7
K EnuHeiM - TpeboBanusM K OOIIeldl XapakTepUCTHKE JICKApCTBEHHOIO
npenapata Ijist MeIMIHHCKOI0 IIPUMEHEHUs] U JINCTKY-BKIIAIBIIITY.

24.3. st xomnnekra (JIIT m BJIT ¢ pactBoputenieM) wau HaGopa
(kommiekT aByx 1 6onee JIIT u BJIIT) Ha noTpe6GUTeNbCKYFO YITAKOBKY HAHOCST
JaThl IPOU3BOJACTBA KAXKIOIO KOMIIOHEHTa, JUOO0 YKas3bIBAalOT JaTy BBIIyCKa
AaHHOTO KOMIUICKTa WK Habopa ofHOH gaTol. JlaThl HCTEUEHHs CPOKA IOJAHOCTH
HAaHOCSAT Ha MOTPEOMTENBCKYIO YIAaKOBKY Kak JaThl OKOHYAHUS CPOKA TOXHOCTH
KaXKIOre KOMIIOHEHTA, .HH6O YKa3bIBalOT Kak CONHYIO JaTy MCTCHUCHH CpoKa
rOJHOCTH KOMITIEKTa WiId Habopa.

B ciyuae, ecni Ha noTpeOUTENBCKOM yIIaKOBKE YKa3aHBI JaThl MCTEUSHUS
CpOKa I'OJHOCTH IO KaXJ/IOMYy KOMIIOHEHTY B OT/IEJIBbHOCTH, TO AATy HCTEUYEHUS
CPOKa TOJHOCTH KOMITIEKTa MJIM Habopa OMpeeNnsIoT Mo caMoi paHHel jare
vucTeYeHus cpoka rogHoctd kommnonenrta JIIT u BJILI, BXomdiero B KOMILIEKT
(Habop).

25.JInsg JIEKapCTBEHHBIX  PACTUTENBHBIX  IPENApaToB  HPHBOMST
METOAMKY IPUTOTOBICHUS BOJHBIX M3BICUCHUH C yKa3aHWeM YCJIOBHH
XpaHeHUsl U CPOKa FOJHOCTH BOJHOIO U3BJIEUEHUS.

26. Cnoco6 mpumeHenust (IyTh BBEACHUS, CIIOCOD BBEJICHMS)

YKa3bIBAIOT B COOTBETCTBUU ¢ OOILEH XapaKTepUCTHKON JIEKapCTBEHHOTO
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npenapara aust JIII wima uncrpykuueit mo mpumenenuto juis BJIIL ITytes
BBeIeHUs (criocoO BBEIECHMUS) HE YKA3bIBAIOT, €CJIM OH BKIIIOYEH B HA3BaHHE
neKapcTBeHHOR (popmbl. [lomyckaeTcss He yKas3blBaTh CIOCOO IPHMEHEHUS
JiTst TaOJIETOK ¥ KarcyJ1, NpeIHa3HaYeHHBIX JUIsl IPHEMa BHYTPb.

Homnyckaercs ~ HaHocuTh — Haamuch — «Croco6  IpHMEHEHHS:
CM. HHCTPYKIHMIO 10 MEJWIMHCKOMY IIPUMEHEHUIO (JIMCTOK-BKJIAJIBII )
st JIOT mmn - «Crioco®  npyMeHEHHs: CM. HHCTPYKIMIO T10 [TPUMEHEHHIO
(mrcTok-BrIAABII)» Jutst BJIIT.

27.Ha nepBu4yHOH (BHYTpeHHeH) yHaKoBKe HEGOJBIIMX Pa3MeEpoOB,
IpU OTCYTCTBHM ~ BO3MOJKHOCTH  pPa3MECTUTh  BCIO  HEOOXOIHMYIO
MH(BOpPMAaLKIO, TIPU YKa3aHHU IIyTH BBEIEHHS IOIYCKAETCS HCIIOIb30BATH
OOLIENPUHSTBIE COKpAIeHHs yTel BBefeHns uubeknuonHbx JII1 u BJIIT:
«B/B» (BHYTPUBEHHOE BBEJCHHE), «B/M» (BHYTPUMBILIEYHOE BBEICHHUE),
«I/K» (MIOAKOXKHOE BBENIEHUE).

28.1lpy HamWYUKM  HOCTATOYHOIO UHGOPMAIHOHHOTO oy’ Ha
YIaKOBKe NPEANOYTUTEIBPHO HAHECEHUE MOJTHONH WHGpOpMALMH O Crocode
npumenenust  JIII B coorBercrBum ¢ OOmiell  XapakTepUCTHKON
JleKapcTBeHHOro mpenapara, a BJIII — B coOTBeTCTBUM ¢ WHCTPYKLHUEH MO
npumMeHenuto BJIIL

29. Ocobennoctn  mapkupoBku JIIT w  BJII, oTHocAmuxcs
K HADKOTHYECKMM  CpPEACTBAaM, ICHXOTPOIHEBIM  BEIeCTBAM U MX
IPCKypcopaM, YCTaHABIMBAIOTCS B COOTBETCTBHH C 3aKOHOIATEJILCTBOM
rocy1apCTB-4JIEHOB.

30. Ycnosus ornycka JIII ykas3biBaloT B COOTBETCTBHHU ¢ 0100peHHOM
OpU  PETHUCTpALlMU KaTeropued OTIyCKa, MPUCBOEHHOH B COOTBETCTBHUU

¢ [IpaBujiaMi  ONpENENEHHs]  KaTeropuil  JEKApCTBEHHBIX  CPEICTB,

' OGbem momst B gaHHOM ClIy4yae COCTaBJICT HE MEHee IJIOAJH, YKa3aHHOH B myHKTe 5.2
HacTosux I'peboBanuit
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OTIIyCKaeMbIX 0Oe€3 pementa ¥ Mo peuenty, a yciaoBus ormnycka BJIIT —
B COOTBETCTBMH C MHCTPYKLHEH 110 npumenenuo BJIIL

Hns JIII n BJIII, peanusyembIX TOJBKO B CTallMOHAPHI HA YIIAKOBKE
YKasblBAOT «JIs8  CTAllMOHApOB», IPH OTOM YKa3aHHE «IO0 pPelenTy»
(«be3 peuenTa) He MPHUBO/ISAT.

31. Ha BTOpUYHYIO YNakKOBKY O00s3aTeIbHO HAHOCATCS ClIENyIOIIHe
peayIpeauTeIbHbIe HAIUCH:

a) «XpaHUTh B HEJOCTYIHOM JIJIsl IETEH MECTEY;

0) «CrepmiibHO» — Juist crepuibHbIX JIC;

B) «<AHTTena k BHMY-1, BUY-2, « Bupycy remaruta C
1 IOBEPXHOCTHEIM aHTUIreH BUpyca renaruta B He oOHapyxkeHb» — st JIC,
IOJIyYEHHBIX U3 KPOBH, IUIa3Mbl KDOBU, OPTaHOB U TKaHEH YeJI0OBEeKa;

r) «COMEOITATUYECKHWM» — 151 romeonatuueckux JIIT u BJIIL;

n) st paprodapmanertrudeckux JIC u BJIC — ykaselBaloT 3Hak
pagrallMOHHON OIACHOCTH;

e)ans JIUI m BJII, npeacrasmsitomero coboit  dacosanHoe
JIEKapCTBEHHOE PACTUTENILHOE Chlpbe, yKasblBatoT «llpoaykuums mnpoiia
paguauoOHHBII KOHTPOJIbY;

) «JUJIs1 BeTepuHapHOTO npuMeHenus» — st BJIC.

ITpy HeoOXoAMMOCTH Ha YIAKOBKE HAHOCATCS Jpyrue HaAllUCH
U CHMBOJIBI IIPEAYNPEAUTENBHOIO XapakTepd, €CIM OHU IPeIlyCMOTpPEHE
B HOPMATHUBHOM JOKYMEHTAI[MU Ha Tperapar.

32.B MapkupoBKE TOMEONAaTHYECKOro JIEKApCTBEHHOIO Ipernapara,
3apEerMCTPUPOBAHHOIO [0 YIPOLIEHHOH  HpoLeAype  PeruCTpaliu
(B cooTBeTCTBUM ¢ IpHiIOkKeHHeM | K IIpaBuiiam perucTpanuu u S5KCrepTH3kI
JIEKapCTBEHHBIX IIpenaparoB Ui MEAUIIMHCKOIO0 IPHUMEHEHHs), JOJIKHEI

OBITh YKa3aHbI HCKJIFOUUTENBHO CIIeIyIolIne (M HUKaKue APYThe) CBEACHHS
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— Hay4YHOE HaMMEeHOBaHUE roMeonaTu4ecKon HACTOUKH
MJIM HACTOEK ¢ MOCIeAYIOUMM YKa3aHHeM CTENeHH WX pa3BeJeHMs,
MCIIONb3ysl CUMBOJIBEI (papMaKorneu, ykazaHHoi B npuioxenun 1 k [IpaBumam
perucTpanu U dKCIEePTU3bI JICKAPCTBEHHBIX MPENapaToB s MEIHIIMHCKOrO
IPUMEHEHUS B OTHOILIEHUM YTPOIIEHHOH pPErucTpallid TOMEONaTHYECKUX
JIEKapCTBEHHBIX IIPENapaToB; €clIH TIOMEONaTHYeCKUil JIeKapCTBEHHEIH
mpenapar COCTOMUT W3 JABYX M Oojiee roMeonaTHMYecKHX HACTOEK, HAydHOe
HAMMCHOBAaHUE HACTOEK Ha MAPKUPOBKE JOIMYCKAETCs JOIMOJHSATH TOPIOBBIM
HAauMEHOBaHHEM,

- Ha3BaHUE 7 ajipec JeprKaTels PErucTpalimOHHOTO
YIOCTOBEPEHHUSI U, IPH HEOOXOAMMOCTH, TPOU3BOIUTES,

- crocoO BBEICHHS H, MPH HEOOXOTHUMOCTH, ITyTh BBEIECHMS,

— JaTa UCTEYEHHs CPOKa FOJIHOCTH (MeCsIl U Toj),

- nexapcTBeHHas Ghopma,

— cojiep>kanue (HOpMbl BBITYCKA,

— CIIEHHANIbHBIE YCJIOBHS XpaHeHHs (IIpH HAJTUYHH ),

— crelraibHOe IpeaynpekaeHue (Ipu HeOOXOIUMOCTH),

— HOMEp CEpUHU MPOU3BOIUTEIIS,

— PErUCTPAIMOHHEIN HOMED,

— «TOMEOITATUYECKWH JIEKapCTBEHHBIH npenapar
6e3 0/100peHHOT0 MoKa3aHusI K TPUMEHEHUIOY,

- npeaynpexaceHie 0 HeoOXONMMOCTH OOpallleHus K Bpady IpH

COXpaHEeHUH CUMIITOMOB.
V. TpeboBanust k ciocobam JOBeJIeHUSI MAPKUPOBKH

33. MapkupoBKa NOJKHA OBITH JIEFKOYMTACMOMN, MPH 3TOM HaJITHCH,
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3HAKH, CUMBOJIBI JTOJDKHBI OBITh KOHTPACTHBIMU (DOHY, HA KOTOPBIA HaHECEHA
mMapkupoBka. (Cnoco0 HaHeceHHsI MapKUPOBKH JIOJDKEH 00ecreuynBaTh
€e COXPaHHOCTL B Te4eHHe Bcero cpoka rogHoctu JIC npu cobmromeHun
YCTAHOBJICHHBIX YCJIOBUM XPaHEHHUSI.

PekoMeHJallMd B OTHOIIGHMM  COCTABJICHHS  HHCTPYKLMH
0 MEAMIMHCKOMY INpHMEHEHHUI0 (TpuiokeHne 6 k EnuHeiM TpeboBaHnusm
K 00LIel XapakTepUCTHKe JIEKapCTBEHHOrO Iperapara Jyisi MEeIUIHHCKOrO
NPUMEHEHUsI M JIMCTKY-BKJIAJbIIly) NPUMEHUMBI W K Mapkuposke JIIT,
MX CJIeTyeT YYHTHIBATL I[P COCTABIEHUM U BEPCTKE TPeOyeMBIX CBeIeHHIA
Ha MapkupoBke. Pasmep cumBonoB B MapkupoBke Bcex JIII jnoimkeH
COCTaBJISITh, IT0 MEHLIIEH Mepe, 7 IIYHKTOB (MM KerJlb, [P KOTOPOM BBICOTA
CTPOYHOH «X» COCTABJIAECT, I10 MEHbIIEH Mepe, 1,4 MM), a paccTosHUE MEXKITY
CTpOKaMH — TI0 MeEHbIIeH Mepe, 3 MM. Ocoboro BHUMaHUs TPeOYIOT
CBEJIEHHMs, YKas3blBacMble Ha HEOOJNBIIMX YIAKOBKAX; B LEISX CHUKEHHs
BEPOSITHOCTH BO3HMKHOBEHUSI OILIMOKMA NPUMEHECHHS] TEKCT JOJDKEH HMETh
MaKCUMalbHO KPYITHBIN Kerib mpudra.

HauMenoBanue mnpenapara; JIO3MPOBKY H, €CIId NPUMEHUMO, 0OIlee
coJieprKaHMe, IIyTh BBEJAEHUS, IO BO3MOXKHOCTHU, HEOOXOAMMO YKa3bIBaTh
BMECTE, HCIObL3Ysl JOCTaTOUYHO KPYNHBIM keryib mpudra. B memsx
COJCHCTBHS IMOTPEOUTENSIM 3TU 3JEMEHTBI CleJyeT pPa3MECTUTh B OJHOM
110JI€ 3PEHMUSL.

34. MapkupoBka nomkHa OBITH eaunoit Jjuis JIII, BeIDyCKaeMBIX
B oOpalieHye Ha  TEpPPUTOPUU  ToCyHapcTB-wieHOB. Ilpm  Hanuumm
pasnnyaroneiics uHGopMauuu (yClIOBUS OTIYCKa H AP.), €€ YKa3bIBAIOT
C UCIOJIb30BAaHUEM JOIOJHUTEIBHON STUKETKH (CTHKepa) B CIELUATLHO
OTBEJIEHHOH 00J1acTH BTOPUYHON MOTPEOUTEITHCKON YIAKOBKH Ha PYCCKOM
v (MIM)  TroCyapCTBEHHOM  si3plke. B mojie,  IpeaHasHAYEHHOM

JUISI HHIWBUJYAJIBHOT'O I/IHq)OpMHpOBaHI/I}E[ rocy1apCTBOM-4JICHOM,
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JIOTIyCKAeTCsl HaHECEHWE pasnuyarolied HMH(OpManuH, MpeayCMOTPEHHOM
rocyapcTBOM-4JI€HOM (pa3Hbl CTaTyCc OTIyCKa M3 anTeyHoH ceTw,
«YTaKOBKa I CTAllHOHAPOBY» II0 I'OCYZAPCTBEHHBIM IporpaMMaM H Jp.)
0e3 UCIOJIb30BaHUS CTHKEPA.

Pasmep obmacTy 1st CTHKMPOBAHUSI He TOJDKEH MPEBHIATh 1/6 0bmei
IUTOINAMU INOTPEOUTENBCKON YIMAaKOBKH, a MECTO pAaCIHOJIOXKEHHs IaHHOM
00J1acTH He NOJKHO 3aKPBIBATh HHPOPMALIHIO, MEPBOHAYAIBEHO HAHECEHHYIO
Ha MOTPEOUTENHCKYIO YIIAKOBKY.

35. /Ina opbaHHBIX  mpemapaToB W B JPYIMX  CIyyasx,
MO COTJIACOBAHHMIO €  YIOJHOMOYEHHBIM OpPraHoM TrocyapcTBa-uiiena,
OCYIIECTBIIAIOIIUM peructpanuio JIII, momyckaercs HaHeceHHe MapKHUPOBKH
C MCITOJIE30BaHUEM JOMNOJHUTENBHON ATUKETKH (CTHKEpA).

36. Ilpu MapkmpoBKe pa3IUYHBIX JO3MPOBOK (KOHIEHTparui u T.7.)
JII B oxnoii JI® nomxHO OBITH NPEAYCMOTPEHO pAa3IMYHOE I[BETOBOE
pelICHHEe WJIM MHOH Ccrocod, oOecrneynBaroNuii YETKOE BHU3YaJIbHOE
BBIJIETIEHUE O3UPOBKHU (KOHIEHTPAIIMH U T.[.).

Pasnu4Hblie JI03MPOBKU OJIHOIO M TOIO K€ JICKAPCTBEHHOIO IMperapara
clienyeT yKasblBaTh OAMHAKOBO: Hanpumep, 250 mr, 500 mr, 750 mr, 1000 mr,
a HE 1 r. Koneunsle Hynu ykasbiBaTh He ponyckaercs (2,5 mr, a HE
2,50 mr). JlecaTuuHble pasfgenuTend (WM 3amsTyio) HCIONL30BaTh He
CIIEyeT, €CIIA 3TOT0 MOXKHO M30exarsh (T.e. 250 mr nmpuemiemo, a 0,25 Mr —
ner). HeoOxomumo w3  cooOpakenuit  Ge30MacHOCTH  yKa3blBATh
MHUKPOTpaMMBbl IIOJHOCTBIO, a He cokpamatek ux. OmHAKO, B OTHEIBHBIX
cliyyasiX, TPH BO3HMKHOBEHMM NPAKTUUYECKUX 3aTPYIHEHUE, KOTOpEIE
HEBO3MOYKHO YCTPaHUThL IIyTE€M YMEHBIIEHUS Keriisa mpudTa, JTOmycKaeTcs
OpH HaJIUYUKM OOOCHOBAHMM W OTCYTCTBHM OIACeHHH B OTHOLIEHHH
0€301aCHOCTH MCIIOIB30BATh COKPAIIEHHYIO (hopMy.

ITyTe BBeJeHHMsS JOJDKEH COBIAAaTh ¢ yKaszaHHbIM B OOmiei



17

XapaKTEPUCTUKE JIEKAPCTBEHHOr'O IMpernapara W CTPOro0 COOTBETCTBOBATH
CTAaHJApTHEIM TepMHHaM. HeraruBHble BBICKa3BIBAHHS MCIIOJIL30BAaTH HE
cienyer (manpumep, «He nnst BHyTpuBEHHOTO BBeAEHHS»). JOMycTHUMEI
TOJBKO CTaHJAPTHBIE COKpallleHWsl (Hampumep, B/B, B/M, 1/k). Ilpoume
HECTaH/IapTHBIE IIyTH BBEACHUA CIIeyeT YKa3blBaTh MOTHOCTHIO. ECIu myTu
BBEJICHUSI HE 3HAKOMBI IAlMEHTaM OHM MOTYT TpeOOBaTh pPa3bsICHECHUS B
JIACTKE-BKJIAJBIIIE. DTO OCOOEHHO Ba)XKHO B OTHOIIEHHM JIEKAPCTBEHHBIX
IpEnaparos, JOCTYIHBIX IS CAMOCTOSITETBHOIO IIPUMEHEHHS.

3agBUTENIM U JEePIKaTelId PErMCTPAHOHHEIX YIOCTOBEPEHUH NOIDKHEI
Hauay4ymuM oOpa3oM HCIOJIb30BATh JIOCTYIHYIO IOBEPXHOCTH B IIEJISIX
obOecrieueHus YETKOTO YKa3aHHMs BaXHBIX CBEINeHMH Ha Haubosee
ONTHMAJIbHBIX TOBEPXHOCTAX BTOPUYHOM U MEPBUYHOM YIAKOBKH C
MOMOIIBIO TOCTATOYHO KpyHmHOro keris mpudra. [Ipu Hammumm Mecra Ha
BTOPUYHOM M IIEPBHYHON YIAKOBKE JOIYCKAeTCs YKa3blBATH JIOTOTHIIBI W
MUKTOTPaMMBl KOMIIAHMM NP YCJIOBUM TOIO, YTO OHM He HapylIaroT
y1000UNTaeMOCTh 00I3aTeNILHBIX CBEIEHHUM.

HeoOxouMo HCIOJb30BaTh KPYIMHBIA Keryib wmpuTa, OAHAKO JUIs
yN1000unTaeMOCTH HHPOPMALMKH MOXKET TpeOOBaTHCSL YYET M APYIHX
(GakTopoB. B mensx TNOBBIIIEHHS yHOOGOYHTAEMOCTH MPECTABIISICMbIX
CBEEHMA HEOOXOAMMO pAlMOHAIBHO IPOJAYMATh PACCTOSHHE MEXTY
CTPOKaMM M HCIoJb30BaHMe 1polenoB. Ha HexoTopblx HeboNbIIMX
yIIaKOBKaxX HEBO3MOXHO OTPa3UTh BCE KPUTHYCCKUE CBEJAEHUS B OJHOM H
TOM JKe ToJic 3peHus. B memsax conelicrBust ujaeHtudukanuu u BeiGopa
JICKapCTBEHHOIO  Iperapara IpH ju3aliHe YINAKOBKH TPHBETCTBYETCS
HCIIOJIb30BaHWe JI000r0 HMHHOBALMOHHOrO Meroma. K Hemy Taxke
pPEKOMEHJIyeTCsl MpUberarh Mpu OrpaHUYEHHOCTH MECTA.

B mensx  makcummsanuM - ygo00YMTaeMOCTH ¥ JIOCTYNHOCTH

MHpOpPMALIMK 1[BeTA HEOOXOAUMO BHIOMpaTh TakMM 00Opa3oM, YTOOBI
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o0ecreynTh XOpPOIIMH KOHTPAacT MEeXAy TekcTtoM Hu  (onom. Crepyer
u3beratb  CO3/1aHMsl  BBIPAXEHHO  [JISHIEBOM, METaJUIMYEeCKOW WM
OTpa)KaloLIEH yNaKOBKH, TIIOCKOJIBKY OTO CHIDKAeT YA00OYMTAEMOCTH
vuHpopmanun. Mcrnonp3oBaHWe — pazIHUHBIX  IBETOB B O(GOPMIIEHHH
HAaMMEHOBaHHs IIpernapara HE pPEeKOMEHIYETCs, MOCKOJIBKY 5TO MOMKET
HCraTUBHO IOBJIMITE Ha IIPABUIIBHOCTH pACIO3HABAHHUS HAWMEHOBAHMUS
JICKapCTBEHHOr0 Ipemnapara. HacrositenbHO peKoMEHAYeTcs HCIOJIbL30BaTh
pasHEIE LBETA IS PA3JIMYEHUS PA3IUYHBIX JO3UPOBOK.

[ToxoxecTh YyIMaKoBOK, KOTOpask MOMKET MPHBOJHUTH K HEMPaBUILHOMY
IPHMEHEHHIO, MOXKHO CHM3UTH C IIOMOUIBIO HCIOJB30BaHUSA I[BETA B
ynakoBke. UYucio 1[BETOB, HCIOJNB3YEMBIX Ha YMaKOBKE, HEOOXOAMMO
TIIATEJIbHO MPOJAYMaTh, IIOCKOJIBKY Ype3MEpHOE HMX KOJIHYECTBO MOXKET
BBI3BIBATEH MyTaHMIly. IIpH HCIONB30BaHUM 1[BETA HA BTOPHUYHOM YMaKOBKE B
LENIAX COAECHCTBUS MAESHTU(UKALUKN JEeKApCTBEHHOrO Iperapara ero TakkKe
PEKOMEH/IyETCS MCIIOJIB30BATh HA MIEPBUYHON YIIaKOBKE.

Ecnu npejuiaraercs MHOTOS3BIYHAsE BTOPHYHAs M (WJIH) IEpBUUYHAS
yIIaKOBKa, HeOOXOAUMO NP HATUYHKM MECTa YETKO Pa3srPaHUYMTD A3bIKU.

36. Slvyelikoas ymaxoBka. Bce naHHBIE, HaHECEHHBIE HAa SUYEHKOBYIO
YIaKOBKY, JOJDKHBEI OCTaBaThCs AOCTYNHBIMHU JUISI TIOTPEOUTENsT BIJIOTEH 10
U3BJICUCHHUS TOCAeAHEN A03bl. HaHecTn Bce CBeJeHMsS Ha KOKAYIO sSueiKy
STIEHKOBOM YIAKOBKM 3a4acTyI0 HEBO3MOJXKHO, MTO3TOMY €CIIH MpEeIaraeTcs
CllydaHHO€ HaHECEHHE CBEICHMM, MX ClefyeT HAaHOCHTH, KaKk MOXKHO Yalle.
Bo Bcex ciyuasx IOIyCTUMO HaHOCHTH HOMEp CEpHUH W Jary MCTEUeHUS
CpoKa TOXHOCTH Ha Kpah sA4YEeHKOBOH ymakoBku. [Ipu Texmmueckoii
BO3MOJKHOCTH CJIEJly€T HAHECTH OTU CBeACHUsT Ha ofa Kpas KaxJoii
AYEHKOBOW ynakoBku. Bce TpeOyemble B OTHOINEHUM I sIYEHKOBBIX
YTAKOBOK CBEJEHHS HEOOXOMMO TaKKe HAaHECTH Ha KKIYIO eJIUHHILY J03bI

(OpMEI BEIITyCKa, COJIEPIKAIITYIO OTHOI030BbIE SYEHKOBBIE YITAKOBKH.
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Kpome toro, B Hemsax obecneueHuss MaKCHMaIbHON ya060YMTaEMOCTH
uHbOpMaluy neyataTb Ha (oJbre SIYEHKOBOM YIIAKOBKM ClENyeT C

MOMOIIBIO JOCTATOYHO KPYITHOTO HpUdTa.



[TPUIJIOKEHUE Ne 1
K TpeOoBaHusM K MapKHPOBKE JIEKAPCTBEHHbIX

CpE/ACTB
HEPEYEHDb
BCIIOMOTaTe/IbHBIX BellecTB, YKa3biBaeMbIX Ha ynaxopkax JIII ajist npuema BHYTph
Kon IToporoBoe
HaspaHnue BcrioMoraTeibHOro BeIecTBa
BELIECTBA | COJIep)KaHue
A3okpacurenu:
- COJIHEYHBIH 3aKaT KEJITBIHA E110
- a30pyOuH (KapMya3uH) E122 0
- IYHLOBBIH (MOHCO 4R, KOIIeHUIIeBLIH KpacHbIi A) E124
- OpmwummantoBblii  uepHeli BN (uepnwii| EI151
Onecrsimmit BN, yepnrrii PN)
ApaxucoBoe Maciio 0
Acnapram E951 |0
["anmaxrosa 0
I'mroxo3a (J1excTpo3a) 0
I'nunepon (raunepuH) 10 r/moza
M3omanbT (M30MaIbTHT) E953 |0
Kanuiicopepxkaiiye coeTHHEHHUS 39 Mr/noza
Kactopossie macia MOJIM3TOKCHITUPOBAHHEIE
(Makporona  TIHIEPUIPULIAHOIIEAT, MakKporoJsa 0
TIMLIEPUITHIPOKCUCTEAPAT)
KoHcepBaHTHI 0
Kenimrot (kcuiur) 10T
KymxyTtHoe macio 0
JlaxtuTou (JaKTHUT) E966 |0
JlaxTo3za 0
Jlarekc (kayuyk HaTypaJbHEIH) 0
MasibTuToJ1 (MaTbETHT) E9%5 |0
ManHHuTOJ (MAaHHHUT) E421 10r
MoueBuHa 0
Harpuiicoaepkaiiue coeuHeHNS 23 Mr/mosa
400 Mr/xr mis
[IponuneHrnMKoIb U ero 3PUpPEI =
200 Mr/xr mis
neTeu
[ ImennaHbIi KpaxmMal 0
Caxap UHBEPTHBIM 0
Caxapo3za 0
CoeBoe macio 0
CopbuTon (copbur) E420 |0
0

denusanianue




Kon IToporosoe
HasBanne BcmoMorareasHOIO BelecTBa
BEIIIeCTBA | COJEpIKAHHE
dopmanberu 0
OpykTo3a 0
DraHox* (CIUPT STUIIOBBIN) 0

* - yKa3bIBaIOT MPOLIEHTHOE cojiepxkanue (00/00) B xuaxux JID




