EBPA3UNCKAA DKOHOMHYECKASI KOMUCCHS$
COBET

PEIMEHUE
«22» ssHBaps 2025 1. Ne 12 r. MuHCck

O BHeceHun u3MeHeHuii B [IpaBuia perucrpanuu u 3KCIePTH3BI
JEKAPCTBEHHBIX CPEACTB VI MEAULIMHCKOI0 PUMeHeHHs

B coorBerctBuM co crareeil 7 CornameHus O €IUHBIX I[PUHLMIIAX
¥ IpaBHIax oOpallleHus JIeKapCTBEHHBIX CPEICTB B pamkax EBpasmiickoro
HSKOHOMHYECKOro coro3a orT 23 nekabps 2014 roma uW nyukrom 84
npuiioxkeHus Ne 1 k PernmamenTty paOoTel EBpasuiickoii 5KOHOMHYECKOMN
KOMHUCCHMHM,  yTBepkIAeHHoMYy  Pemenuem  Breiciiero — EBpaswmiickoro
sKOHOMHYecKoro cosera ot 23 nexabdbps 2014 r. Ne 98, Coser EBpasuiickoii
SKOHOMUYECKOM KOMUCCHU P € I U JI:

l.Brnectn B IlpaBuna perucrpaliud U 3KCHEPTHU3BI JIEKAPCTBEHHEBIX
CPEACTB JJIsI MEAMLMHCKOrO TPUMEHEHMS, YTBEPKAEHHbIe Perenuem
Cogera EBpasuiickoli 5koHOMHUECKOH KoMuccuu oT 3 HosOpst 2016 r. Ne 78,
U3MEHEHUS COIIIACHO [IPUIIOKEHHUIO.

2.Hacrosiee  PemeHue  BcTymaeT B CWIy 10 HCTEUYEHHH

30 xaneHJapHBIX JHEH ¢ JaThl €ro 0(UIIHATILHOTIO ONYyOJIMKOBAHUS,

Yiaennt Cosera EBpasuiickoii 5koHOMHYeCKOH KOMHCCHU:




[MTPNJIOXEHUE

K Pemmennro CoBera

EBpa3zuiickoil 5KOHOMHUYECKOW KOMUCCUU
ot 22 siuBaps 2025 r. Ne 12

N3IMEHEHMUA,
BHOocuMbIe B [IpaBuiia perucrpanuu M 3KCIEpTH3LI
JIEKAPCTBEHHbIX CPEICTB /I MEIUIMHCKOr0 NPUMEHEHU

1. ITynkT 17 nonosHUTE ab3ariaMu CIAEaYIOIEeTr0 COACPKAHUS:

«Ilo  oOpamieHuro  3asBUTENSI  BbIAAHHBICE  PErHUCTPAllMOHHbBIC
yAOCTOBEPEHHUS JIEKAPCTBEHHBIX IPEIaparoB, cojepkaiiue uHpopmaiuo o
HECKOJBKUX  JIEKAPCTBEHHBIX  (opMax JIEKAPCTBEHHBIX IMIPEmaparTos,
MOJJIEKAT 3aMEHE Ha OTACIbHBIE PETHCTPALMOHHBIE YIOCTOBEPEHUS IPU
YCJIOBUU yIUIaThl COOTBETCTBYIOIIEro cOopa (MOLLIMHBI) 3a BbIJIAYy
PETUCTPAIMOHHOTO YJOCTOBEPECHMS, €CIM Takas 3aMEHa HE CBs3aHA C
yTPaTOX WJIM MOBPEKICHUEM PETUCTPALMOHHOTO YIOCTOBEPEHHS.

ITo pesynmpraTaM BHECEHMS W3MEHEHUW B PETUCTPALMOHHOE JOCHE
JIEKapCTBEHHOTO TMpernapara, TpeOyomux HOBOM peructpainuu (pacumpeHue
perucTpainuu), B 4acTu uHGoOpMaluu o J00aBJICHUN HOBOH JIEKAPCTBEHHOM
GbopMBI K paHee 3aperuCTPUPOBAHHON COIVIACHO MOAMYHKTY «I» IMyHKTa 2
nononHenusa [ k npunoxenuro Ne 19 k Hactosimium IIpaBunam BwimaeTcs
PETUCTPAMOHHOE YIOCTOBEPEHUE C HOBBIM HOMEPOM. ».

2. Ilpemyioxkenne  mepBoe  MyHKTa 153  [ONOJHUTH  CIOBAMU
«, 32 HUCKJIIOUYECHHEM Cilyyasl, YKa3aHHOTO B a03aile yeTBepTOM MyHKTa 17
HacToAmmx [IpaBumny.

3. IIyHKT 187 U3NI0KUTH B CIEAYIOLIEH peAaKIUu:

«187. B otnmenpHBIX ciy4asx ¢opMa BBIMYCKa JIEKAPCTBEHHOTO

mpernapara MOXKET BKJIIOYaTh B ceOsl CICAYIONIME BHUALI JOTIOJHUTCIHHOM
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NPOAYKIMHU (B TOM YHKCIIE YCTPOUCTB, KOMIUIEKTYIOUIUX CPEICTB), BXOIAIICH
B KOMIUIEKT YIIAKOBKH JIEKAPCTBEHHOTO IIpenapara:

a) MPOAYKIMsA, BXOIAIIAs B KOMIUIEKT YHAaKOBKH JIEKAPCTBEHHOIO
npernapata U HE OTHOCSIIAsACS K MEAUIMHCKUM W3JICTUSIM B COOTBETCTBUU
¢ aktamu opranoB Coro3a B cepe 00palleHuss MEIUIMHCKUX U3/ICIINIA;

0) NpOoayKIMs,, BXOJNAIIAsi B KOMIUIEKT YIAKOBKH JIEKAPCTBEHHOTO
npernapara, OTHOCSIIAsACd K MEIUIIMHCKUM U3JIENIUSIM U HE MTpEJHAa3HAYEHHAas
ISl peal3allii  OTAEJIIBHO OT TaKoro JEKApCTBEHHOIO Ipernapara Ha
TamMOXe€HHOU TeppuTopun Coro3a;

B) MIPOAYKIIMSI, BXOJsAIasi B KOMIUIEKT YIIAKOBKH JIEKApPCTBEHHOI'O
npernapara u OTHOCSIIASCA K MEIUIIMHCKUM U3JIeNUsIM, 3apEruCTpUpOBaHHAS
KaK CaMOCTOSATEIIbHOE MEAUIIMHCKOE U3/IeNIUE€ B COOTBETCTBHUU C [IpaBunmamu
perucTpanuy M SKCHEPTU3bl 0€30MacHOCTH, KadecTBa M 3(P(HEKTUBHOCTH
MEIMIIMHCKUX W3JeNni, yTBepKaeHHbIMU Pemenunem CoBera EBpazuiickoi
PKOHOMHUYECKOM Komuccun ot 12 ¢eBpans 2016 r. Ne 46, wnum
3aKOHOJIATEILCTBOM TOCYJAapCTBA-WI€HA B YaCTH, HE YPEryJIupOBAHHOU
aktamu opraHoB Coro3a, U JOMycKawlas pealn3alui0  OTAEIbHO
OT JIEKAPCTBEHHBIX MPEMAPATOB.».

4. JJononuuts nmyHKToM 187! cneqyromero cogep:xanus:

«187'. CBeneanst 0 npoaykiuu (B TOM UHCIE€ YCTPOMCTBAaX,
KOMIUICKTYIOIIMX CPEJICTBAX), YKa3aHHOW B TOJAMYHKTE «a» MyHKTa 187
HacTtoamux [lpaBui, BKIIOYAKOTCSI B COOTBETCTBYIOUIME  pa3febl
PETUCTPALIMOHHOTO JOChE JIEKAPCTBEHHOTO MpernapaTta B COOTBETCTBUU
¢ TpeboBanusMu npriioxkeHus Ne 1 k Hactosimum [IpaBunam.

[Ipoaykuust (B TOM 4HCII€ YCTPONCTBA, KOMILIEKTYIOIIHNE CPEICTBA),
yKa3aHHas B MOAMYHKTE «O» myHkTa 187 Hacrosmux [IpaBuii, He OIICKUT
00s3aTENHPHOM  PETHCTpallMKi B KA4eCTBE  MEAMIIMHCKUX  U3JICTUH

B cooTBeTcTBUM C [IpaBunamMu peructpanviy U 3KCIEPTU3bl OE30MACHOCTH,



kadectBa W A(PGOEKTUBHOCTH MEAMIIMHCKMX wu3aenuii. B cocrase
PErUCTPALIMOHHOTO JIOChE JIEKAPCTBEHHOIO Mpernapara, BKIIYAIOIEro B ceOs
TaKyr0 NPOAYKLUMIO, IPHU €ro PErucTpauuy MNPEACTaBISIOTCA CBEICHUS
B COOTBETCTBUU C TPEOOBAHUSIMU, MPEAYCMOTPEHHBIMU MOpuiokeHrem Ne 1
K HacTosiuuM l[IpaBuiiaM B OTHOIIEHWUW JAaHHOW OPOIYKIMHU (B TOM YHCIIE
YCTPOMCTB, KOMIUICKTYIOIMX CpEACTB). B a3TOM ciydae perucrpanus
JIEKapCTBEHHOT'O Tpernapara paclpoCTpaHsIeTCs] HA BCE KOMIIOHEHTHI (hOPMbI
BBIIIYCKA JIEKAPCTBEHHOI'O0 Iipemnapara. [Ipm 3TOM BHEceHue HU3MEHEHUU
B PETUCTPALIMOHHOE JIOChE JIEKAPCTBEHHOTO MIpenapara, KaCarouuxcsl JaHHOU
OpoAyKIMd (B TOM 4YHCIE YCTPONCTB, KOMIUICKTYIOIIUX CPEJCTB),
HEOOXOJIUMO OCYIIECTBISATh B COOTBETCTBUU C pazfenoM [X HacTosmumx
[IpaBui.

IIponykiust (B TOM 4HCII€ YCTPOMCTBA, KOMIUICKTYIOIIHME CPEACTBA),
yKa3aHHas B TMOJIYHKTE «B» NyHKTa 187 Hactosimux I[IpaBui, nomknHa
CONPOBOXK/IATHCA KOMUEW PETUCTPALIMOHHOTO YJIOCTOBEPEHUSI MEAUILIUHCKOTO
M3JEIUs B COCTaBE€ PErUCTPALMOHHOTO J0ChE JIEKAPCTBEHHOrO Mpernapara,
a TaK)Ke CBEJCHUSAMH B COOTBETCTBUU C TPEOOBAHUSIMH, TPEAYCMOTPEHHBIMU
npuioxenueM Ne 1 k nHacrosimum IlpaBunaM B OTHOWIEHWHM JT@HHOU
MPOAYKIIUH.

BHeceHne W3MEHEHHM B PErMCTPALMOHHOE JOCHE JIEKAPCTBEHHOI'O
npernapara, Kacawmluxcs NOpoAyKHuu (B TOM  4YHUCIE  YCTPOMCTB,
KOMIUIEKTYIOIINX CPEACTB), BXOAIICH B KOMIUIEKT YIAKOBKH, B TOM YHCIIE
U3MCHEHUM, OTHOCAIIMXCA K  MEIUIMHCKAM  H3JCIUSIM,  JIOJDKHO
OCYIIECTBIISTHCS B COOTBETCTBUM C pazaenom [X Hacrosmux [IpaBui.».

5. B npunioxennn Ne 1 k ykazanHbiM [IpaBunam:

a) B myHkTe 1.3 CJIOBO «MapKHpOBKa» 3aMEHUTH CJIOBAMU «MAaKEThI

YIIAKOBOK C MAPKHUPOBKOWY;
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0) B MpemyioKeHUU NepBOM MyHKTa 1.3.2 cioBa «4d MapKUPOBKH
3aMEHUTh CIOBAMHU «, U MAKETHI YIIAKOBOK C MAPKUPOBKOI»;

B) B a0O3arie mectoM myHkra 3.2.P.1:

Mocjie CJI0Ba «KOHTEWHEpa» JOIMOJHUTH CJIOBaMU  «(TIEPBUYHOM
(BHYTpEHHEW) YIIAKOBKH)»;

CIOBa «BMECTE€ C NOoApoOHON wuH(popmanueld 00 ycTpoicTBax»
3aMEHUTh CIIOBaMHU «a TakKXe KpaTkol mH(popmanuein o NpoayKUud, B TOM
YHCIIe YCTPOMCTBAX, KOMIUIEKTYIOIUX CPECTBAX;

r) B nyHkre 3.2.P.2:

NpenjokeHne BTOpoe al3ama  JIecATOr0  JOMOJHHUTH  CIIOBOM
«(yKyTIOpKH)»;

JOTOHUTD a03allaMu CIIEeIYIOUIEro COAEPKaHuUs:

«B cnyuae ecnu nepBuyHas (BHYTPEHHsS1) yIaKOBKA JIEKApCTBEHHOIO
npernapaTa MnpeicTaBisieT coO00M YyCTPOWCTBO, C MOMOIIBIO KOTOPOTro OyAeT
UCTIONIb30BAaTbCS WM  BBOAMTHCS JIEKAPCTBEHHBIM mpemapar (naisee —
YCTPOMCTBO BBEJEHUS), WJIM €CIIM B KOMIUIEKT YMAKOBKH BXOJHUT
KOMIUIEKTYIOIIEE  CPEICTBO, BKJIIOYAs  MEIUIMHCKOE  H3JeNue, TO
B HACTOSILEM pa3felie PEerucTpalliOHHOrO J0Che MPUBOJISATCS CBEICHUS,
00OCHOBBIBAIOIIINE UX BHIOOP.

HeoOxomuMo  paccMOTpeTh  1eJIeBO€  HAa3HAUYEHHE  KOHKPETHBIX
YCTPOMCTBA M KOMIUICKTYIOIIETO CpEACTBa (BKJIIOYAsl MEIUIIMHCKOE
u3Jienue), uX PyHKIIMOHAIbHOCTb, MPUTOIHOCTD JJI1 UCTIOJIB30BAaHUS UCXOS
U3 BUJA JIEKapCTBEHHOrO IMpernapara, TEpPaneBTUUYECKOro MOKa3aHUA K €ro
NPUMEHEHHIO, CIoco0a BBEIEHUS U peXuUMa JO3UPOBAHUA Y IIEJIEBOM
MOTYJISIIIUY TTAIIUEHTOB.

HeobxomqumMo ~ 000cHOBaTh  BBIOOp ~ YKa3aHHBIX  YCTpOWCTBa

U KOMIUICKTYIOIIETO CPEICTBA C YYETOM HX (PYHKIIMOHAIBHBIX ACIIEKTOB
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(HampuMep,  XapaKTepUCTUKH  JIOCTaBKM  JI03bI WM MEXAHUYECKOM
(YHKITMOHATILHOCTH YCTPONCTBA).

JlomxHa OBITh TPENCTaBIIEHA KpaTKas XapaKTePUCTHKA CHUCTEMBI
YHaKOBKM (YKYNOpPKHM) JIEKapCTBEHHOI'O IIpernapara, BXOJIAIIEr0 B HEE
YCTpOKCTBA (KOMIUIEKTYIOIIETO CPEICTBA, MEIULMHCKOTO H3Aenus) (eciu
MPUMEHUMO ), HAITpUMEP CIEAYIONINE CBEIACHUS:

000CHOBAaHUE UCTIOIH30BAHUS TOMOTHUTEIBHON YIIAKOBKY;

OTIMCAaHWE KPUTUYHON (DYHKIIMOHAIBHOM YaCTH YCTPOMCTBA (HAIIpUMep,
MEXaHHM3Ma, BBOJAIIECTO W (WJIH) PETYIUPYIOMIEro J03y JEKAPCTBEHHOIO
npemnapara);

OITMCaHUeE 0COOEHHOCTEM, ITOBBIIIIAOIIX 0e30IMacHOCTh
JIEKApCTBEHHOTO TIpenapara sl [OJb30BaTels MOpH JOCTaBKE J03bI
(HampuMep, BO3MOXXHOCTh UYETKO  CIBIIIATh IMIENMYOK cpadaThIBaHUS
YCTPOMCTBA IO3UPOBAHUS U (UJIM) BBEACHUA);

OMKCaHUE 0COOEHHOCTEH, MPENATCTBYIOIINUX MOJTYYECHUIO
M0JIb30BATEIEM KOJIOTO-PE3aHbIX TPABM,;

uHpopManuss O HaTWYUU TPEJOXPAHUTENEH, MPETOTBPAIIAOIINX
Nepe03UPOBKY JIEKAPCTBEHHOIO Mpenapara;

CBEJICHUS 0 O€30MaCHON YTUIIU3AlIUH;

CBEJICHUS O BBICBOOOKIAIOIIEM JIEKAPCTBEHHBIM MpenapaT HOCHUTEIE
WM  pe3epByape  (BKJIIOYasET ~ MEXAaHU3M  BBICBOOOXKICHUS  TaKOro
JIEKApCTBEHHOrO TIpenapara W JAp.) — JJs JIEKapCTBEHHBIX MpenapaToB
C UMIUIAHTHUPYEMbBIM WJIH TPAHCAEPMAIbHBIM ITyTEM BBEICHUSI.

Heob6xomumo MPEACTABUTH XapaKTEPUCTUKY TOJIbKO Tex
(YHKIIMOHATLHBIX ~ aCTEKTOB, KOTOpbIE BIMSIOT Ha  O€30MacHOCTbD,
3 PEKTUBHOCTh M KAaYECTBO JIEKAPCTBEHHOTO MpemnapaTta (M TeM caMbIM Ha
UTOrOBOE ONPEACICHUE COOTHOUIEHUS «IOJIb3a — PHUCK»), B TOM YHCIIE

IIPAaBUJIBbHOCTH U TOYHOCTH OTMepHeMOﬁ A03bl B JHUAIIa30HC HCIIOJBb30BaHMA



(TOBTOPHOTO UCIIOJIb30BAHUS) YCTPOMCTBA, MEXaHUYECKOU
GYyHKIIMOHATBHOCTH W (WJIM) JAPYIHMX  acleKTOB, HEMOCPEICTBEHHO
OTHOCSIIIUXCS K LEJIEBOMY Ha3HA4YeHUIO YycTpoiicTBa. B wacTHOCTH,
HEOOXOJIUMO TPOJIEMOHCTPUPOBATh CIIOCOOHOCTh JIOCTABJISITh U (WJIM)
BBOJIUTh  JICKAPCTBEHHBIM TMpemapar B COOTBETCTBUU C  PEKUMOM
O3UPOBaHMs, yKazaHHbIM B pazgene 4.2 OXJII, B npaBuibHOM
Y BOCIIPOU3BOJUMOM IOPSJIKE.

Ecnu nmepBuuHas (BHYTpEeHH:ss1) yIaKOBKa JISKAPCTBEHHOIO Ipernapara
NpeACTaBIsieT  co0OM  yCTPOMCTBO  JIUOO  KOMIIOHEHTHI  YIIAaKOBKHU
JIEKQpCTBEHHOI0 Mpernapara OTHOCITCS K  MEIUIIMHCKUM  U3JCIIHSIM,
HEOOXOJIUMO TPEJCTaBUTh JaHHBIE O COBMECTUMOCTH MEXKIY MaTepuaiaMu
KOMIIOHEHTOB YITAKOBKH, CONMPUKACAIOIINXCS C JIEKAPCTBEHHBIM MPENapaToM,
B TOM YHCJIE O COBMECTUMOCTH C JIOOBIMH pACTBOPUTEISMU IS
BOCCTAHOBJIEHUSI 3TOr0 JIEKAPCTBEHHOrO Tpenapara, W (WiIM) [IaHHBIE
O BJMSHUM KOMIIOHGHTOB YIIAKOBKM Ha II0KAa3aTelid KadecTBa 3TOrO
JIEKaApCTBEHHOr0 Tpemnapara. MccnemoBanusi JIOHKHBI  JIEMOHCTPUPOBATH
OTCYTCTBHME BJMSIHUSI yCTPOWCTBA © KOMIIOHEHTOB YIAaKOBKHM Ha
06e30macHOCTh, 3P(HEKTUBHOCTh U KAYECTBO JICKAPCTBEHHOTO mpemapara. [Ipu
3TOM CJIEAYET PACCMOTPETH CIAEAYIOUINE aCIEKThI (€CIIU TPUMEHUMO):

COBMECTUMOCTb MaTepuaioB KOMIIOHEHTOB YIaKOBKH
C JIEKAPCTBEHHBIM IpenapaToM, IMO3BOJIAIONIAsS O0ECHEeYUTh HEOOXOAUMYIO
XUMUYECKYI0 U (PU3NUECKYI0 CTaOMIBHOCTH JIEKAPCTBEHHOTO TIpemnapara
(HampuMmep, HaIW4Yue COPOIMH, OCAKICHHUE MEUCTBYIOIIETO BEIIECTBA
JIEKApCTBEHHOTO TMIpenaparta B pacTBOPE, CTAOMIBHOCTH JIEKAPCTBEHHOTO
npernapara, BIMSHUE OKCTPAaruPyeMbIX M BBIMBIBAEMBIX W3 YIAKOBKH
BCIIECTB W JPYTrM€ AacleKThl, UCXOAS M3 KOHKPETHOTO BHJA YIAKOBKH
U JIEKapCTBEHHOIO Mpemnapara). MccnenoBanus B3auMoI€MCTBUSI MaTepUATIOB

KOMIIOHCHTOB YIIAKOBKH, COIIPHUKACAIOIMNXCA C JICKAPCTBCHHBIM IIPCIIaApaTOM,
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MOTYT OBITh TPOBEACHBI C MCIOJb30BAHUEM PUCK-OPUEHTHPOBAHHOIO
nojxoAa C YYETOM BPEMEHU CONPUKOCHOBEHMS WJIM BO  BpEMs
UMUTALIMOHHBIX ~ HWCCIEAOBAaHUN  TPAHCIIOPTUPOBKU  JIEKAPCTBEHHOI'O
npenapara;

pe3yibTaThl MCCIEAOBAHUS B3aMMOJCUCTBUS C  JIEKAPCTBEHHBIM
MpenapaToM TEXHOJOTMYECKUX J00aBOK (Hampumep, JTyOpUKAHTOB, Kiies
U (WIM) aAre3MBHBIX MaTEPHATIOB 3THKETOK), KOTOPhIE HCIOIB3YIOTCS TMPHU
00paboTKe YacTell KOMIIOHEHTOB TEPBUYHON (BHYTPEHHEH) YIAKOBKH
(YKYNIOpKHM) JIEKapCTBEHHOro TMpenapata (B TOM YHCIE YCTPOMCTB,
KOMIUIEKTYIOIIIMX ~ CPEACTB, MEIUUMHCKUX  M3JEIUi) ¢  BCTyHAloT
B HEMIOCPEJICTBEHHBIN KOHTAKT C 3TUM JIEKAPCTBEHHBIM MPENApaTOM.

B cootBercTByromux pazaenax moayied 2, 4 u S perucTpanmoHHOIO
JNOChE  MPEJCTABIAOTCA CBEICHHS O KIMHUYECKOM JIOKa3aTEJIbCTBE
0€30IacHOCTH u 3¢ peKTUBHOCTH COBMECTHOTO MIPUMEHCHUS
C JICKAapCTBEHHBIM MpenapaToM HCMHOJb3yeMON MMEepBUYHON (BHYTPEHHEH)
yHNakoBKM  (YKYNOPKH), KOMIUIEKTYIOIIETO CpPEJICTBa, MEAMIIMHCKOIO
U3JIETIUS. »;

n) B myHkre 3.2.P.3:

MOJMYHKT «a» JOMOJIHUTH a03aleM CJIEAYIOLIETO COJIEPKAHUS:

«B ciyyae ecnu nepBuyHasi (BHYTPEHHsIS1) YINAKOBKA JIEKAPCTBEHHOIO
npenapara MpeAcCTaBiIsieT co0OM yCTpPOWCTBO, TO KpPOME HAMMEHOBAHUS,
anpeca u 0OfA3aHHOCTEH KaXJOro TMPOU3ZBOJAUTENS JIEKAPCTBEHHOTO
npernapata HEOOXOJUMO YKa3aThb IPOU3BOJCTBEHHBIC IUIOIIAIKUA IS
MHTErpallKi JIEKAPCTBEHHOI'O Iperapara C yCTPOWCTBOM, a Takxke (eciu
MPUMEHUMO) TUIOLIAJKU JJIsi YINAKOBBIBAaHUS, CTEPHIIM3ALUNA, MAPKUPOBAHUS

N KOHTPOJA KadeCTBA JICKAPCTBCHHOI'O IIpCliapara C YCTpOﬁCTBOM;)>;



JOTIOTHUTD MOAIYHKTOM «I CIEAYIOLIEro CONEeP KAHUS:

«r) ecni  mepBUYHas  (BHYTPEHHSS1) yMakOBKa  JIEKAPCTBEHHOIO
mpernapara MpeaCcTaBIsIeT COOOM YCTPOWCTBO BBEACHHUS, HEOOXOIMMO
NPECTaBUTh JaHHBIE O TMPOLEAype CTepuIn3anuu (ecad TPUMEHHMO),
BKJIIOYass MH(GOpPMALMIO O BajJuAallMd Ipoliecca CTEPUIM3ALMM U JTaHHbIE
O BaJIMJALMM Tpoliecca MNEPBUYHOM (BHYTPEHHEW) YIAKOBKHA (IS
CTEPHJIBHBIX JIETAJIEH YCTPONCTBA (€CIIM IPUMEHHUMO)).

Onucanue Tmporecca MPOU3BOJCTBA JIEKAPCTBEHHOTO Iperapara
B TakoOM clly4ae JOJDKHO BKJIIOYaTh B Ce€Osl olepanuu, OTHOCSLIUECS
K HHTErpallid yCTPOMCTBA W JIGKAPCTBEHHOTo mpemnaparta. J[OmKHBI OBITh
NOoApPOOHO OMHUCAaHbl KPUTHYECKHUE TMPOIECChl, TEXHOJOTUU U  (WIJIM)
yIaKOBOYHBIE ONEpaluy, HEMOCPEACTBEHHO 3aTPAruBaoIlie KaueCTBO BCETO
MPOJIYKTA.

HeoOxonuMo BKIIIOYMTH B ONHMCAHME Ipoliecca IMPOU3BOJACTBA
CJIEJIYIOILME CBEICHMUS:

OMKCaHUE TPOU3BOACTBEHHBIX OINEpaIii, KOTOpbIC BBIMOIHSIIOTCS
MPOU3BOAUTENIEM JIEKAPCTBEHHOTO TMpernapaTta B IEISX OATOTOBKHU
YCTPOWCTBA ISl OKOHYATEIIbHOW MHTETPAIlUU C JICKAaPCTBEHHBIM MPenapaToM
(Hampumep, cTaauil CyOKOMIIOHOBKH, MPOMBIBKH, HAHECEHUS MOKPBITHS,
CTEPUIN3AIINH, ICTUPOTCHU3AIINH);

OMMCaHUWE METOJOB U YycloBUM crepuinu3auuu. CseneHuss 00
OTJENbHOM TMpOIeCCe CTepUIIM3alMU YCTPOWCTBA HEOOXOAMMO TaK¥Ke
IOpEeICTaBUTh B YKa3aHHOM pa3jiefie PEruCTPaIlMOHHOIO J0che (eciu
MPUMEHUMO).

B cinywae ecnu mepBuuHas (BHYTpEHHSSI) YHaKOBKa JIEKAPCTBEHHOTO
npenapara MpeACTaBIsieT co00il yCTpPOMCTBO, TO KpOME HAMMEHOBAHUS,
anpeca u 0OfA3aHHOCTEH KaXJOr0 TMPOU3BOJIUTENS JIEKAPCTBEHHOTO

I[npciapara HGO6XOI[I/IMO YKa3aTb HanMCHOBAaHUA nu ajapeca
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IIPOM3BOJCTBEHHBIX  IUIOIIANOK,  MCIOJB3YEMBIX  JUII  WHTETPALHH
JICKApCTBEHHOI0 Tpenapara ¢ yCTPOWCTBOM, a TaKXKe (€CIu IPUMEHUMO)
IJIOIIAIOK ISl YAaKOBBIBAHUSA, CTEPHIIM3ALNKM, MAPKUPOBAHUS U KOHTPOJIA
KAa4eCTBa JIEKAPCTBEHHOI'0 IIPenapaTa ¢ yCTPOUCTBOM.

B cmywyae ecnM KOMIUIEKT YIIAKOBKHM JIEKAPCTBEHHOTO IIperapara
BKJIFOYAET B c€0s1 MPOAYKLUHIO (B TOM YHKCIE YCTPOMCTBA, KOMIUIEKTYIOLIUE
CpPEACTBA), KOTOpas HE MPEANoJiaraercs sl pean3alud OTAEIbHO OT
JEKapCTBEHHOr0  mpemapara  (HEe  sABISIETCS  3aperuCTPUPOBAHHBIM
MEIUIMHCKUM U3/IeJIMEM), TO KpOME HAMMEHOBAHUS, aJpeca U 00s13aHHOCTEN
KQKJIOTO MPOU3BOAUTEINS JIEKAPCTBEHHOrO MpernapaTta HeoOXOJuMO yKa3aThb
IIPOM3BOJICTBEHHBIE IUIOIIAJIKM, BBINIYCKAIOIIME JaHHYIO IPOAYKIHIO,
U TPEICTaBUTh KpaTKyl0 CXeMy Ipolecca €€ NpOou3BOACTBA (ecin
MPUMEHUMO).»;

e) myHKT 3.2.P.5 nononHuTh ab3aramMu ClIeayIoIIero coepKaHus:

«B ciyuae ecnu nepBuyHas (BHYTPEHHsIS1) YIAKOBKA JIEKAPCTBEHHOIO
npernapara MpejCcTaBlsieT cOO00M yCTpPOMCTBO BBEACHUS, CrelupUKaIUs
JIEKapCTBEHHOT'O TperapaTta MOXKET COoJepXk aTh JaHHBIE (PYHKIIMOHAIBHBIX
UCIIBITAHHUM, TPUMEHUMBIX K TAKOMY YCTPOWCTBY (HampuMep, U3BJICKAEMBbIii
00BbEM, MMOCTOSIHCTBO JO3UPOBAHUS, YCUIIUE TIPU MTPOKAIBIBAHUU U JIP.).

B cimydae ecnu B KOMIUIEKT YIAKOBKHM JIEKAPCTBEHHOTO IIperapara
BXOJUT F'OTOBOE K MPUMEHEHUIO CTEPUIIBHOE KOMIUIEKTYIOIIEE CPEACTBO WIIH
MEAUIMHCKOE  W3JeJue, JODKHBI  OBbITh  IMPEACTaBIEHbl  CBEICHUS,
IIOATBEPKAAIOIINE UX CTEPUIBHOCTB.»;

) MyHKT 3.2.P.7 U37I0KUTh B CACAYIOIICH PEIAKIIUHN:

«3.2.P.7. Cuctema ynakoBKH (YKYIIOPKH).

HeobxomuMo mpencTaBUTh ONHUCAHME TEPBUYHON  (BHYTpEHHEH)

YIIAKOBKA M YKYNOPOYHOW CHUCTEMBI, BKJIIOYAas MaTECPUAIbI, U3 KOTOPBIX
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MPOU3BEJAEH KaXJblil KOMIOHEHT NEPBUYHON (BHYTPEHHEW) YIAaKOBKH,
a TaKxke crnenuduKalyyd STUX MaTepHaJIoB.

Cnemudukamnmm JTOJKHEI BKJIIOYATH B ceos OIIMCAaHUE
U HUJCHTHU(PUKALMIO MaTEpUaIOB, B TOM YHUCJIE MAaTE€pUaJOB IEPBUYHOU
(BHyTpeHHeW) ynakoBku. IIpu HEOOXOAMMOCTH JOJKHA HPEICTABIISATHCS
uH(popMmanua o HepapMaKONENHBIX METOAAaX aHAIK3a (BKJIIOYas BaJIHMIALNIO
METOJIHK).

B cnyuae, korga nepBuyHas (BHYTPEHHSs) YIIaKOBKa JIEKAPCTBEHHOTO
npenapara MpeAcTaBiasieT coOOW yCTPOMCTBO BBEACHUS, HEOOXOAMMO
IPEACTABUTh OINKMCAHME TaKOro YCTPOMCTBAa, B TOM YHCIE MaTEpHUAIOB,
U3 KOTOPBIX MPOU3BEAECH KaXIblii €ro KOMIIOHEHT, KOHTaKTHPYIOLIUN
C JIEKAPCTBEHHBIM NPENapaToM, a TakKe crieluUKaIi 3TUX MaTepruaoB.

JUis  HepyHKIMOHAIBHBIX KOMIIOHEHTOB YCTPOWCTBA, MaTepuajoB
BTOPUYHOMN (MOTpeOUTENHCKOM) 151 MIPOMEKYTOUHOU YITAKOBOK
JIEKapCTBEHHOT'0 Ipenapara NpeICTaBIIsSIeTCs] TOJIBKO KpaTkoe onucanue. Jis
(yHKIIMOHABHBIX KOMIIOHEHTOB BTOPUYHOU (MOTPEOUTENHCKOM)
U IPOMEXYTOUHOW YIAKOBOK, YCTPOMCTB, KOMIUIEKTYIOIIMX CPEACTB
Y MEIUMLHUHCKUX U3JIETUH, BXOJSIINX B KOMILIEKT YIIAKOBKH JIEKAPCTBEHHOTO
npenapara, IPEACTABIISIETCS JONOJHUTEIbHAS uH(popMaLHs
0 (PyHKIIMOHAIBHBIX CBOMCTBAX.

B cayuae ecnu nepBuuHas (BHYTPEHHsSI) YMAKOBKa JIEKAPCTBEHHOIO
npernapara MpeacTaBisieT co00 YyCTPOWCTBO, JOJIKHBI ObITh MPEACTABIICHBI
cnenuduKanuy (BKJIIOYAIOMKME B ce0s CBEICHHS O TaKMX TeCTax Kak
onucanve, uaeHTU(UKaus U (YyHKIMOHAIBHBIE HCIBITAHHUS YCTPOMCTBA,
€CJIi TPUMEHHMO), a TakXKe yKa3aHbl KpUTUYHBIE pa3Mephbl yCTpoicTBa (co
cxemMamMu U QortorpapusMu, eciu npumMeHuMo). Crnenudukanuu TOJKHbBI
oTpaxkaTh (DYHKIIMOHAJIbHBIE U TEXHOJOTUYECKHE OCOOCHHOCTH YCTPOICTBA

TakuM 00pa3oM, 4YTOObI MoOIJa OBITh TapaHTHUPOBAHA HSKBUBAJIECHTHOCTD
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YCTPOMCTB, MOJYYEHHBIX OT Pa3HbIX NOCTaBIIUKOB. [Ipu HeoOxomumocTu
JOJDKHBI  OBITh TPEACTABJICHBl AHAIUTHYECKUE METOIUKH JUIsl OIECHKU
(GyHKIMOHABHBIX U TEXHOJIOTHYECKUX OCOOEHHOCTEN yCTPOMCTRA.

B cnydae eciv B KOMIUIEKT YIMAKOBKH JIEKAPCTBEHHOI'O Iperapara
BXOJUT KOMIUJIEKTYIOIIEE CPEJICTBO, BKJIIOYas MEIUIIMHCKOE H3JICIHeE,
B HACTOSIIIEM  pa3fielie  PErucTPalldMOHHOTO  JOCh€  JIOJDKHO  OBITh
MPEACTABICHO €ro KpaTkoe omucaHue. Takke (eciau MpUMEHHMMO) JTOJDKHA
ObITh TpejAcCTaBieHa chenuduKaius, TMOpUMeHseMas MPOU3BOIUTEIEM
JIEKApCTBEHHOr'0 Tpemnapara JUisi KOHTPOJS NpU MPUEMKE JIEKapCTBEHHOTO
npenapara.»;

3) oyHKT 3.2.P.8  [OMNOJHUTH TOAIMYHKTOM «I»  CJIEAYIOIIETrO
COJICPKAHMUS:

«r) ecnM  TMepBUYHAA  (BHYTPEHHSAS) YNAKOBKA  JIEKAPCTBEHHOIO
mpemnapara MpPeAcCTaBiIsieT CcOoOOW YCTPOMCTBO BBEACHUS, HCCIEIOBAHUS
CTAOMJILHOCTHU JIEKAPCTBEHHOTO IpernapaTa JOJDKHBI BKIOYATh B ¢e0s B TOM
YuUCJIe CICAYIONIUE UCCIIECIOBAHUS:

(GyHKIMOHATBHBIE WCHBITAHUS, OMNPEJCICHHBIE KaK KPUTHYECKUE
napaMeTpsbl JUIsl KauecTBa JIEKAPCTBEHHOTO IIpenapara;

UCTBITAHUSI ~ KPUTUYECKUX  IMAPAMETPOB,  CBUACTEIbCTBYIOLIUE
O CTaOMJIBHOCTH JIEKAPCTBEHHOTO Iperapara (HampuMep, HUCHBbITaHUS Ha
MUKPOOHOJIOTMYECKYIO YUCTOTY, CTEPUIBLHOCTh, II€JIOCTHOCTh YCTPOMCTBA,
coJiep)kaHue (aKTUBHOCTh) U YHUCTOTY) B TEUEHHE CpPOKa TOJAHOCTH (CpoOKa
XpaHEHHUsl) U MEePUo/ia TOTOBHOCTH K NMPUMEHEHUIO (eciau mpuMeHumo). [Tpu
HEOOXOAMMOCTH MOTYT OBITh HCIIOJIH30BAaHBI COOTBETCTBYIOIIUE HAYYHO
000CHOBaHHbIE aJbTEPHATHBBI UCIBITAHUSAM Ha CTEPWIHHOCTH (Hampumep,

HCTBITAHNUE HA LEJIOCTHOCTh YCTPOKCTBA).
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B cnydae ecny B KOMIUIEKT YIAKOBKHM JIEKAPCTBEHHOTO IIperapara
BXOJIUT KOMIUICKTYIOIIEE CPEACTBO, MEIUIIMHCKOE U3JIeTue, AOJKHBI ObITh
MPEICTABJICHBI CIEAYIOIINE CBEACHUS:

JTAHHBIE 0 CTaOUIILHOCTH JIEKApCTBEHHOTO npenapara,
COMPUKACAIOMIETOCS €  KOMIUICKTYIOIIMM  CPEJICTBOM, MEIUIIMHCKUM
U3JIeJINEM, Ha TIEPUOJ] TPUMEHEHUS TaKOTO JIEKApCTBEHHOIO IIpernapara;

napameTpbl  (YHKIIMOHAIBHOCTH  KOMIUIEKTYIOIIETO CPEICTBA U
MEIUIIMHCKOTO  W3JIeJUsl,  KOTOpble  BIUSIOT Ha  0OE€30IMacHOCTD,
3 PEeKTUBHOCTh M KayecTBO (M TEM CaMbIM Ha MTOTOBOE OIPEIEIICHUE
COOTHOIIICHUS «I10JIb3a — PUCK») JIEKAPCTBEHHOIO Mpernapara.»;

1) JOMOJHUTH TyHKTOM 3.2.R.6 clienyromero coaepxaHusi:

«3.2.R.6. Menuiuackue u3AeAud WIM NOpoayKuus (B TOM 4YHCIIE
YCTPOMCTBA, KOMIUIEKTYIOIIUE CPEACTBA).

B cnydae ecnn B KOMIUIEKT YIAKOBKHM JIEKAPCTBEHHOTO Ipernapara
BXOJUT MEJIUIIMHCKOE M3JEIUEe WU MPOAYKIUs (B TOM YHCIE YCTPOMCTBA,
KOMIUICKTYIOIIME CPEJICTBA), B JIAHHOM pa3fesie PEerucTPallMOHHOTO J10ChEe
MPEACTABIISIOTCS CIICIYIOIINE CBEICHUS U TJOKYMEHTHI:

CBEJICHUSI O PETUCTPAMU MEIUIMHCKOTO W3JENIHs B COOTBETCTBUU
c [IlpaBumamm perucTpani ¥ IKCIEPTU3BI OE30MACHOCTH, KadecTBa
U 3(DPEKTUBHOCTH MEIUIMHCKUX W3JCIUN, YTBEpKIACHHbBIMU PerieHuem
Cosera EBpaswmiickoii skoHOMUYeckord komuccuu oT 12 despans 2016 r.
No 46, unu 3ak0HOIATENHCTBOM TOCYIapCTBa-wIeHa (€CIM NPUMEHUMO);

KOMUSl Pa3pelIMTENBbHOTO JIOKYMEHTA Ha MpaBO IPOU3BOJCTBA
B CTpaHE — MPOU3BOJUTENEC MEIUIIMHCKOTO M3ACNHS C MPUIIOKEHUEM (MpH
HAJIUYKHN);

KOMUs cepTudukaTa COOTBETCTBUSI CHCTEMbl MEHEI)KMEHTA KauecTBa
TpeOOBaHMAM  MEXayHapogHoro  cranmapra  ISO 13485  mmbo

COOTBCTCTBYIOLICTO PETHOHAJIBHOI'O N HamTMOHAJIbHOI'O
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(rocy1apCTBEHHOT0) CTaHJapTa rocyJlapcTBa-uJjieHa, BBIJJAHHOTO
MIPOM3BOJIUTENI0 MEIUIIMHCKUX HW3JETUA (MPOU3BOACTBEHHONW IUIOIIAIKE)
(Ipu HATMYMH);

JIEKJIapalvsi O COOTBETCTBUU MEIUIIMHCKOTO W3ACNHS 00s3aTeIbHbIM
TpeOOBaHUSM TPEThUX CTpaH (HAMpUMEp, AUPEKTUBAM WJIM peEriiaMeHTaM
EBporeiickoro corw3a), Wiy SKBUBAJICHTHBIA JTOKYMEHT (IIPU HAJUYUU), WU
KOMHUU TaKUX JIOKYMEHTOB;

JeKnapanysi  IPOU3BOJAUTENISI O  COOTBETCTBUM  MEIUIIMHCKOIO
U3JIeNIUsT €BPOMNEHCKUM CcTaHjapTaM (NP HaJIU4Wu) — JJISI MEAMITUHCKUX
u3aenui ¢ MapkupoBkoil «CE»;

KOMUSl PETUCTPAIMOHHOTO YJAOCTOBEPEHUSI MEAMUIIMHCKOTO W3JeIus
(ceptudukara cBOOOHOM MPOJAXKH, cCepTU(]HUKAaTa HA IKCIIOPT), BBIIAHHOTO
B CTpaH€ — MPOU3BOJUTENIC MEIUIMHCKOTO W3JIENUA WIW JEKAPCTBEHHOIO
npenapara 1100 B ToCyJapCcTBE-4IeHE B COOTBETCTBUH C 3aKOHOIATEIHCTBOM
CTPaHbI-IIPOU3BOIUTEIIS WIIK TOCyAapCTBa-uieHa (IpU HAJTUYUN);

CBEJICHUSI O PETUCTPAIMU MEIUIIMHCKUX M3JIEIUN B TPETbUX CTpaHaX
CO CCBUIKOM Ha JECWCTBYIOIIME MCTOYHWKU TAKWX CBEACHUW W AJICKTPOHHBIN
daii, coaepXKamMKl  TakKWe  CBEACHWSA, WM  KOMHSA  JIOKYMEHTA,
YAOCTOBEPSIONIETO PErUCTPALUI0 MEIUIIMHCKOTO W3ACIHS B TPEThbUX
cTpaHax (Ipy HAJIMYHUHN);

uHdopmalusg O CHEUAIbHOM MPOrpaMMHOM oOOecniedeHuu (mpu
orcyrctBud cBeaeHuit B OXJII u HMHCTpyKUMH 1O MEIUIIMHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHOTO Mpernapara) (€ciu NPUMEHUMO);

AKCIUTYaTAllMOHHBIA JIOKYMEHT WIM HHCTPYKIHUS IO HNPUMEHEHUIO
MEJIUIIMHCKOTO M3JIeJUsl Ha PYCCKOM S3bIKE M T'OCYJIApCTBEHHBIX SI3bIKaX
rocyJlapcTB-ujiecHOB (eciu gaHHas uHdopManus He BriIodeHa B OXJIII
U UHCTPYKIMIO 1O MEIUIMHCKOMY MPUMEHEHHUIO JIEKapPCTBEHHOTO

npenapara) (€ciau IpuMEHUMO);



14

PYKOBOJACTBO IO CEPBHCHOMY OOCIYXUBaHHIO (IIpU OTCYTCTBHHU
cBeeHud o TakoM oOcmyxuBaHud B OXJIIl u MHCTpyKUMH 1O
MEIUIIMHCKOMY  TMPUMEHEHHMIO  JIEKAapCTBEHHOro  TMpemnaparta)  (eciu
IPUMEHUMO).»;

K) B ab3a1ie ceibMOM IMyHKTa 15.2:

CJIOBA «MapKUPOBKA W) UCKITIOUUTD;

CJIOBO «JIOJKHBD 3aMEHHUTH CIIOBOM «IOJIKHAY.

6.B aOzanme mnepBom myHkTa 2.5.1 pazgena I, aGzame mnepBoM
nyHkta 3.5.1 pazgena Il u a0zame mnepBom nyHkta 3.5.1 pasznmena III
npuioxxeHus Ne 2 k ykazaHHbIM [IpaBuiiam ciioBa «B MapKUPOBKE» 3aMEHUTH
CJIOBaMU «Ha BTOPUYHOU (MOTPEOUTEITHCKOI) YITaKOBKEY.

7.B no3uuun 1.3 npunoxenus Ne 4 k ykazaHHbIM [IpaBuiiam cioBo
«MapKHUPOBKa» 3aMEHUTH CIIOBAMU «MAKEThI YITAKOBOK.

8. B paznene VI npunoxenust Ne 11 k ykazannsim [IpaBunam:

a) HAUMEHOBAaHUE pas3fena JONOJHUTh CJIOBaMU «M  MaKeTOB
YIaKOBOKY;

0) myHKTHI 3 ¥ 4 U3II0KUTH B CICAYIONIECH PEIaKIINH:

«3. BO3MOXXHOCTh 0100pEHUSI MAKETOB YITAKOBOK.

4. Bo3MOXHOCTh ~ OJJOOpEHUS] HMHCTPYKIIMM 1O  MEIUIIUHCKOMY
MIPUMEHECHUIO (JIMCTKa-BKJIAJIbIIIIA) JIEKapCTBEHHOTO npemnapara
(UMIT (JIB)).».

9. B pazaene II npunoxenus Ne 14 k ykazannsim [IpaBuiiam:

a) MpeyIo’KeHNe BTOpOe ab3ara JeBSATOT0 M3JI0XKWTH B CICTYIOIIEH
penakiuu: «Takxe cinemyer choOpMyaupoBaTh BOIPOCHI, BO3HUKIIHE 10
pe3yibTaTaM Hay4YHOU OLEHKH (OMHUCAHHOW B Mojipasjienax 2 — 6 HaCTOAIEro
pasnena u gonojgHeHusax Ne 1 — 3 k HACTOSMIMM YKa3aHUSIM) U Kacarouuecs

uHdopmaimu o npenapare (3amedanus B orHomeHun OXJIII, uHCTpyKITMN



15

M0 MEAUIMHCKOMY MPUMEHEHUIO (JMCTKA-BKJIAJbINIA) JIEKAPCTBEHHOIO
npernapara, MaKeTOB YIIaKOBOK JIEKAPCTBEHHOTO MPENApaTa).»;

0) B HAMMEHOBAaHWU TMOJpaszfena 7 CIOBO «MapKUPOBKW» 3aMEHUTh
CJIOBaMU «MAaKETOB YIIaKOBOKY;

B) B MPEJIOKEHUU TEPBOM ab3aila 4yeTBEpPTOro mojapazjena 9 cioBo
«MapKUPOBKA» 3aMEHUThH CIIOBAMU «MAKEThI YITAKOBOK.

10.B npemnoxkennu 1epBoM  ab3ama  TpeThbero myHkTa 7.1
npuioxeHus Ne 15 k ykazanubiM [IpaBuiiam cioBO «MapKUpOBKa» 3aMEHUTH
CJIIOBAMH «MAKEThI YITaKOBOK.

I1.Tloppaznen V.4 pasnena V npuioxkenus Ne 16 k yka3aHHBIM
[IpaBunaM U3JI0KUTH B CIEAYIOIIEH pEJAKIINU:

«V.4. MakeTbl yIakOBOK».

12. B npunoxxennu Ne 18 k ykazanubeim [IpaBunam:

a) B ab3aie mepBoM MmyHKTa 2.1 CIOBO «MapKUPOBKa» 3aMEHHUTh
CJIOBAMM «MAKEThI YIIaKOBOKY;

0) B a03ane mnepBoM myHKTa 3.1 CJIOBO «MapKHUpPOBKE» 3aMEHUTH
CJIOBaMU «MAaKE€TaM YITaKOBOK.

13. B npusnioxxenuun Ne 19 k ykazannsim [IpaBuiam:

a) B abzame msAToM moxapasznena 1.2, mynkrte 1.6.1, mpemioxenuun
nepBoM ab3aria BTOporo myHKTa 2.2.3 CIOBO «YIAKOBKW» 3aMEHUTh CJIOBOM
«yTMaKOBOKY;

0) B nononuenuu I1I:

B IMYyHKTE 4 cCJIOBa «MAapKUPOBKU WM JIMCTKA-BKIIAJIBIIIA» 3aMEHUTH
CJIOBaMU «JIUCTKA-BKJIQ/IbIIIA UM MAKETOB YIIAKOBOKY;

B nyHkTe 10 CJIOBO «MapKUpOBKE» 3aMEHHUTHh CIIOBAMH «MaKeTax
YIaKOBOKY;

B) B JIONIOJIHEHUHU V:

B a03alie JABajiliaTh BTOPOM:



16

B IIPEAJIOKEHUU TIEPBOM:

CJIOBO «, MAPKUPOBKU» HCKITFOUHTH;

CJIOBO «YITAKOBKW» 3aMEHUTh CIOBOM «yIAaKOBOK;

B MPEUVIOKEHUU BTOPOM CJIOBO «YNaKOBKH» 3aMEHHUTh CIOBOM
«YTaKOBOKY;

B CTpykTypHOM »3nemeHte b.IL.p.6 cnoBa «am3aiiHa, 1BETa
MapKHpPOBKM»  3aMEHUTb  CJIOBaMH  «Ju3ailHa  (I[B€Ta)  MAaKETOB
MIPOMEXYTOUYHOM WM BTOPUYHOM (MMOTPEOUTEIHCKOM) YITaKOBKIY,;

B CTpyKTypHOM 3nemMenTte B.1.1:

CJIOBO «MAPKUPOBKW» 3aMEHUTH CIOBAMH «MAKETOB YIIaKOBOK;

B noapaszneine «JlokyMeHTaus:

B IYyHKTE | CIIOBO «MapKHpOBKOW» 3aMEHHUThH CIIOBaMHU «MaKeTaMu
YIAKOBOKY;

B IYHKT€ 2 CJIOBO «MapKUPOBKH» 3aMEHUTh CIOBAMH «MAaKETOB
YIIAKOBOK;

B CTPYKTYypHbIX anemeHtax B.1.2, B.1.3 u B.I.4 cnoBo «mMapkupoBKku»
3aMEHUTH CIIOBAMU «MAKETOB YIIaKOBOKY;

B noapazzaene «lIpumeuanusi» ctpykrypHoro snementa B.I.13 crnoo
«MapKUpPOBKW»  3aMEHUTh  CIIOBAaMHU  «MaKETOB  YIIAKOBOK»,  CJOBO
«MapKHAPOBKE» 3aMEHUTH CIIOBAMH «MAKETaM yIIaKOBOK»;

r) B fonojiHeHuu VI:

B cTpykrypHoM osnemente b.IL.p.6 cnoBa «au3aiiHa, 1BETa
MapKUpPOBKH»  3aMEHUTh  CJIOBaMU  «Ju3aiiHa  (1IB€Ta)  MAaKeTOB
MIPOMEKYTOYHOU UM BTOPUYHOHN (TTOTPEOUTETHCKON) YITAaKOBKNY;

B CTpyKTypHOM 3nemMenTte B.1.1:

CJIOBO «MAPKUPOBKW» 3aMEHUTH CJIOBAMH «MAKETOB YIaKOBOK;

B nojpaznene «JlokyMeHTaius:
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B INyHKTe | CIIOBO «MapKHpOBKOH» 3aMEHHUTH CJIIOBAMH «MaKeTaMU
YIAKOBOKY;

B IyHKTE€ 2 CJIOBO «MapKUpPOBKHM» 3aMEHUTh CIIOBAMHU «MAaKETOB
YIIaKOBOKY;

B CTpYyKTypHbIX ossieMeHTax B.[.2 u B.[.3 cioBo «MapKupoBKn»
3aMEHUTh CJIOBAMU «MAKETOB YIIAKOBOK.

14.B npunoxenuun Ne 21 k ykazanueim [IpaBunam:

a) B MpeJIO’KeHUH MepBoM ab3aina yeTBepToro noapasnena 4.1 ciaoBo
«MapKUPOBKA» 3aMEHUTH CIIOBAMH «MAaKEThI YIIAaKOBOKY;

0) B HaMMEHOBAHUU TNPUIOKEHUS A CIOBO «MapKUPOBKH» 3aMEHHTH
CJIOBAMHU «MaKETOB yYIaKOBOKY.

15. B npunoxenuu Ne 24 k ykazanueiM [IpaBunam:

a) B mojpasueie 5.2:

B TyHKTe |.3 CJIOBO «MapKHUpOBKa» 3aMEHHUTH CJIOBAMH «MAaKETHI
yIaKOBOKY;

B a03ale nepBoM nyHkTa 1.3.1 cI0BO «MapKUPOBKUY 3aMEHHUTH CJIOBOM
«yTaKOBOKY;

0) B moapaznene 5.4:

B IyHKTe [.3 CJIOBO «MapKUpPOBKA» 3aMEHUTh CIIOBAMU «MAKETEI
YIIAKOBOKY;

B ab3aile mepBoM ImyHKTa 1.3.1 CIIOBO «MapKUPOBKHUY» 3aMEHHUTH CIIOBOM
«YTIAKOBOK.

16.B abzaue tpeteeM mojnpasnena | pasgena V mpunoskenust Ne 26
K yKa3aHHBIM [IpaBuiiaM CIIOBO «MapKHpPOBKY» 3aMEHUTH CJIOBAMH «MaKEThI

YITaKOBOK.




