Cucrtema KOHTpoONnA
KayecTBa JIeKapCTBEHHbIX

CpeacTB U APYrux ToBapoB
anTe4YyHoro acCopTuMeHTa

Jlekunsa Ne 10




[eknapupoaHue J1C.
2. Peructpauua n ceptndoukaumna NMH.

3. [okymeHThl, NoATBepKOalLne Ka4yecTBo
MMH n ppyrnx ToBapoB anTte4HoOroms
aCCOPTUMEHTA.




IHeknapunpoBaHue
fleKapCTBEHHbIX CpeAcTB



0 lNoaTBepXAeHMe coOOTBETCTBUSA
NeKapCTBEHHbIX cpeacTB TpeboBaHUSM,
KOTOPbIE NPEeabABATCSH K HAM
OEUCTBYIOLLMM 3aKOHOOATENbLCTBOM,
NpPoBOAUTCS B 00AA3aTENIbHOM Mopsiake B
doopme geknapupoBaHus
JNIeKapCTBEHHbIX CpeacTB.




0 OdeknapupoBaHne NekapCTBEHHbLIX CPEACTB
BBeaeHo ¢ 01.01.2007 r.

0 lNpukasom MuHUCTEPCTBA MPOMbILLSIEHHOCTU U
SHepretTukn ot 26.12.2006 r. Ne 425 yTBepXaeHbl
«MeToguyeckne pekomeHgaunm no NPUHATUIO U
perncTpauumn geknapauum o cCooTBeTCcTBUMn
NNEKapCTBEHHbLIX CPEOCTBY.




TMopTBEepxaeHuo cooTBeTcTBUSA B hopme
aeknapuposaHuga noanexart J1C,

[ 3aperncTpmpoBaHHblE€ B YCTAHOBNEHHOM
nopsigke m

[ cocTofLmMe N3 cMeLlaHHbIX UNN HeCMELLaHHbIX
NPOAYKTOB AJIS1 UCMONb30BaHNA B
TepaneBTUYECKUX Liensx,

] pacdacoBaHHble B BUAe 003UPOBAHHbIX
neKapcTBeHHbIX doopM nnm

[0 B ynakoBKe AN PO3HUYHOWN NMpoaaxu

(kogbl 931000-937000 OOLEepoccMnUcKoro
knaccudoukatopa npoaykumm OK 005-93).



[eknapupoBaHuio He noanexart JIC:

0 Mn3roToBneHHbIE B anTekax no peuentam

Bpa4yen, TpeboBaHUAM y4peXaeHNN
3paBoOOXpaHeHus, { :

BHYTpVanTe4YHas 3aroTtoBka, D
] cybcTtaHumu, e 4

1 JIC, npegHa3Ha4vyeHHble ans npoBeaeHns
KITMHUYECKMX UCMNbITAHU UNU A1 NpoBeaeHUS
peructpauumn JI1C.
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COOTBETCTBME BbIMYCKAEMON B -~
obpatlieHne npoayKLmuK =
TPEBOBAHUAM TEXHUYECKUX imsmmmmmn—
pernaMeHToB. (3 PO or | Frmrmn.
27.12.2002r. Ne 184-®3 «O .~
TEXHUYECKOM PErYNNPOBAHUNY ). o
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[lpouecc geknapupoBaHna nogpasymeBaeT
y4yacTue B HEM:
opraHa no ceptudoukauunu,
aKKpeauToBaHHOM UCMbITaTeNbHOW NabopaTtopuun,
[eknapaHTta — npou3soanTenga (NocTasLLUMKa).

Ha ceroaHawHuM geHb B PO akkpeamntoBaHoO B YCTAHOBIIEHHOM

nopsaake 7 opraHoB no ceptndukauum J1C (4 B Mockse, C-
[letepbypre, ExkatepuHbypre, HoBocmnbupcke),
OCYLLECTBIMAKLLMX PErMCTpaLuo geknapaumm o
COOTBETCTBUUN N OKOMNO 70 TEXHUYECKN KOMMETEHTHbIX U
HEe3aBUCUMBbIX UCMbITaTENbHbIX fTabopaTopun,
aKKkpeauToBaHHbIX Ha npoBeaeHne ncnoltaHnm J1C anga
Lenen geknapupoBaHnus COOTBETCTBUA.



[1lpn noaTBEPXXOAEHUN COOTBETCTBUSA B popme
neknapupoBaHusa [eknapaHT caMOCTOATENBLHO:

0 BblOMpaeT ncnbiTaTenbHYO NabopaTtoputo 1 opraH no
cepTudunkauunn, KOTopbin perMcTpupyeT ageknapauum
O COOTBETCTBMUMU,

[ MOXET ocyLlecTBnATb oTbop obpasuos Angd
NpoBeaeEHNS SKCNEPTU3bI (MU MOXET MOPYYnTb
oTbop 0bpa3LoB Ha AOrOBOPHOM OCHOBE
ncnbiTaTeNbHOW nabopaTopun U opraxy rno
cepTudukaymn).




0 [Heknapauunga o cootBetcTtBun J1IC npuHMmaeTcsa cammum
npoussoauTenem Unu npogasLoM (Lopnanvyeckum Unm
dOU3NYECKMM NTULOM, 3apPErMcTpmpoBaHHbLIM B
kadectBe UM, nnbo BbINOMHSALWUM OYHKLINK
MHOCTPaHHOIo N3roToBUTENSA HAa OCHOBaHWUKM OOroBopa
C HUM).

0 [pwu npuHaTun geknapaumm npoussognTens
(MOCTaBLUWK) OeKNapupyeT, YTO NMPOAYKT, KOTOPbLIN OH
BbIMyCKaeT B oOpaLleHne, COOTBETCTBYET CTaH4apTam
KayecTBa, NpUHATLIM B PO. [pn aToM OH
npeabsaBnseT Heobxoanmblie goKa3aTenbCTBa.



CobOcTBEHHbIE AOKA3aTenbCcTBa

nacnopT (NPOTOKOS aHanun3a) npounssoautensa (ans
oTevyecTBeHHbIX J1C);

0 cepTtudmkar kadyecTtsa dompmbl (ana 3apyoexHbix J1C);
[ AOKYMeHTbl, noaTeepxgarLme npoucxoxaeHue J1C;
] APOTOKOMbI BXOAHOIO KOHTPOMS (UCMblTaHUW) Ha

Cblpbe, NONyNpPoayKTbl, CybCTaHUMM U MaTepuans.l,
ncnonb3yemole B nponssoactee J1C;

OOKYMEHTbI, NoATBepXaatoLne nponcxoxgeHme
CbIpb4, NCMOSIb3yeMOro B npounssoactee gaHHoro J1C.



[loka3zaTenbcTBa C y4acTuem
TPETbEN CTOPOHDI

1.  C y4yacTMem akKkpeanTOBaHHOIO NMCMbITATENBLHOIO

LeHTpa (nabopaTtopun):

0 NpOTOKOMbI UCMbITAHUA, NPOBEAEHHbLIX MO
nokasaTtensm KadyectBa n 6e3onacHocTH,
YCTaHOBIEHHLIM B HOPMaTMBHOW JOKYMEHTaLUN Ha
pnaHHoe J1C.

2. C y4yactnem opraHa no ceptmdunkaLnm:

0 cepTndukaTbl COOTBETCTBUS, BblJaHHbLIE HA
npon3BoacTBo unun cnctemy kadectea (CMK),
ceptudnumnpoBaHHble B Cnucrteme ceptmdomnkaymm
[OCT P.




MpuHATas nsrotoButenem (NpogasLIOM)
[eknapauusi 0 COOTBETCTBUM JIEKAPCTBEHHOTO
cpeacTBa NoANeXnUT PErMCTPaLIMM B OpraHe no
cepTudurKkauum, akkpeanToBaHHOM B
yYCTaHOBMNEHHOM MOPSIKE.

Perncrtpaums HOCUT 3asBUTENbHbLIN XapakTep.

PeecTp 3apernctpnpoBaHHbIX Aeknapauun o
COOTBETCTBMU BEOETCA OpraHom no
cepTudukaumnn.

Leknapaumsa o COOTBETCTBUMN MOXET ObITb
HarnpaBneHa Ha perncTpauuno TofibKo B O4UH
opraH no ceptndukaummn no Bbldopy
narotosuTens (npoaasua).




[leknapauusa o COOTBETCTBUN NPUHMUMAETCS B
OTHOLLUEHMN Kaxxaoun cepun (naptum) J1C,
BbllTyCKaeMoW B obpalleHune.

[leknapauusa o COOTBETCTBUM NMPUHUMAETCS Ha
CPOK, YCTaHOBNEHHbLIN N3rOTOBUTENEM
(npogasuom) JIC, Ho He Boniee yCTaHOBAEHHOIO
cpoka roaHoctu J1C.

[lpegocTaBneHmne Konun geknapauum o
COOTBETCTBUU He npeaycmoTpeHo. CeBegeHnsa o
Oeknapaumm o COOTBETCTBUM YKa3blBalOTCH B
conpoBoaUTENbLHON AOKYMEHTaUnmM Ha ToBap.




[ B HacTosllee BpeMs NpoBeCcTy NAEHTUUKALMIO CBEOEHUN O
Aekrnapauum o COOTBETCTBUM MOXKHO NO 6ase JaHHbIX
3aperncTpupoBaHHbIX Aeknapauun, pasmeLleHHON Ha canuTe
OI'Y «LleHTp aKCnepTnsbl N KOHTPOMS KavyecTBa MeAULMHCKOW
npoaykunn» PocsgpaBHaasopa.

0 B coorBetctBumM co CT. 28 ®3 N2 184-P3 «O TexHn4Yeckom
perynupoBaHumny» yctaHoBrieHa 0653aHHOCTbL NuL,
ABMNSAOLLNXCS 3ag9BUTENAMU (NpoaaBeL, NPpoayKumn)
NPeabABATb 3aMHTEPECOBAHHLIM NNLAM OOKYMEHTHI,
CBUAETENBbCTBYIOLLME O NOATBEPXKOEHNN COOTBETCTBUSA
NpPOoAYKLUUN YCTAHOBMEHHLIM TpeboBaHUAM (deknapaunm o
COOTBETCTBUM USN NX KOMUN).

0 [lpwn atom, 3amHTEpPECOBaHHbLIMWU NULAMU MOTYT SABNSATLCA
LEHTPbI KOHTPONA KadecTBa B cybbekTax PP, onToBble
dapmaueBTUYECKNE OpraHmn3aunmn, PO3HNYHbIE anTeYHbIe
opraHusaummu, a Takke notpeourtenu.



Taknm obpasom,

OTBETCTBEHHOCTb 3a KayecTBo JIC HecyT npoussoguTtenu JIC nnu
nuua, BbINOMNHAKLWME PYHKUNN NHOCTPAHHOIO U3rotoBuTena (Ha

OCHOBaHMK 4orosBopa ¢ HAM B YacTn obecrnevyeHnsa CoOOTBETCTBUS

NocTaBnsAeMoun NpoayKLmNn).

Y KaXaoro ydyactHuka doapmMaueBTUYECKOro pbiHKa OOSMKHA ObITb
BHEApeHa cucteMa obecrnevyeHmsa KavyecTea.

Kaxabin cyobekT obpatienna J1C HeceT
OTBETCTBEHHOCTb 3ad KAa4eCTBO peaJin3yeMbIX
npenaparoB. Kaxabi Ha CBOEM YYaCTKe —
npon3BoauTtesib, NOCTABLUUK, AlTEKA.

Ecnn nponssoauTens BbiNyckaeT kayecTBeHHble JIC, a npu
TPaHCNOPTUPOBKE U XpaHEHUM AO0NYLLEHbI HAPYLUEHWS, B
pe3ynbTaTte KoTopbix kadecTso JIC noctpagano, Takme
npenapaTbl BbISIBMISOTCA B pe3ynsTtate MOHUTOPUHIa Ka4ecTBa U
noanexaT U3bATUIO N3 obpaLleHus.




Perncrtpauuna v
cepTudmnkauua ngenumu
MeaAUUUHCKOro HasHavyeHus



Peructpauna IMH npoBoauTtcs
Poc3apaBHap30poM C LENBIO UX
Oonycka K

* MPON3BOACTBY,

*  MMMOPTY,

* npofaxe u

* MPUMEHEeHUI0 Ha TeppuTopumn PO.

PEIHCTPAUMOHHOE YAOCTOBEPEHME

REGISTRATION CERTIFICATE
M < 20100777




0 Pernctpauna IMH n men. TexHukn
NPOBOANTCA HAa OCHOBaHUW Pe3yNnLTaToB
COOTBETCTBYHLLMX UCMNbITAHUUA U OLIEHOK,
NnoATBepXaatoLmMx Ka4ecTBoO,
9PPEKTUBHOCTb U OE30MacCHOCTb

n3genun.




B HacTosLlee BpeMs CyLLECTBYET HECKOMbKO
TUMOB UCTbITAHUW, KOTOPble HEOBXOAMMO
NpPOUTN OANA yCcnewHoW perncrtpauymm
MeOULIMHCKOro nsgenuvs.

1. TexHn4yeckne ncnbiTaHug;
2. ToKCuKonornyeckne ncnblTaHus:;
3. MegnunHckme nccnegoBaHus:;

4. DKcnepTtusa gocbe Ha usnenue
MEONLMHCKOro HasHa4yeHust (MeauumMHCKYHo
TEXHUKY).



0 Hepxatenem PerncrpauMoHHOro
YOOCTOBEPEHUSA MOXET ObITb KaK
topnanNyeCcKoe NnLLo, Tak U

MHAMBUAYATIbHbIN NpeanpuHUMaTernb.

1 CpoK NENCTBUS PErMCTPaLIMOHHOIO
YOOCTOBEPEHUA HE OrPaHUYEH.

] PernctpaunoHHble yooCcToBePEHNS
3aHOCATCA B eAnHbIN PeecTp.




0 Kpome Toro Ha Tepputopumn PO ana MMH
OencTByeT obgsaTtenbHag npoueaypa
NOATBEPXKAEHNSA COOTBETCTBUA NPOAYKLINY
cTaHOapTam KayecTtBa. OTO OOKYMEHThI:

— [eknapauunsa o COOTBETCTBUU
— Ceptudomnkatr IOCT P

0 CornacHo AeNCTBYOLWEMY 3aKOHOAATENMbCTBY, KOHTPOSb
KayecTtBa U 6e30nacHOCTN MEONLIMHCKUX N3Oennn
ocyllectensaetr MuHsgpas Poccun m
PocTtexperynupoBanue (focctaHgapT) PO.




0 MeguuuHckue nsgenua knaccupuumpyroTca
MO YPOBHIO MOTEHLMANBLHOIO pUcKa nx
MCMNOSib30BaHUA, B 3aBUCUMOCTU OT KOTOPOTro
NPUMEHSIIOTCA CneunanbHble npasnna v
npoueaypbl cepTudoukaumnm.

] Bcero Bblaenserca YeTblpe Knacca pucka:
HU3KUWU, CpeAHNIN, NOBbILLUEHHbLIN U BLICOKUN.

0 lNMpn aTOM Yy4YNTBLIBAETCA, KaK AOMNro nusgenve
KOHTaKTUPYET C NaUMEHTOM, Kakum obpasom
OHO MPOHUKAET B TENMO YernoBeKa, Kakoe
BO3OENCTBME OHO OKa3blBaET.




0 ObsasarenbHasa cepTndunkaumsa — ornaHk
XKENTOro LBeTa

0 JobpoBonbHas ceptudumkaumnsa — bnaHk
CUHEro uBeTa

CRCTINACERIMOmEALLS. FOCE r
TOCCTAMALRT POCCHM

CEPTHONKAY COOTBETCTENN @ CEPTHONEAT COOTRETCTR S
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] CaHWTapHO-3MUAEMUONIONMYECKOE
3aKNI0YEHME, OHO XE «TUrMEHNYECKUA
ceptudukaT» — AOKYMEHT,
NoaATBEPXKAAIOLWNI, YTO NPOAYKLINS
COOTBETCTBYIOT YCTAHOBIIEHHbLIM
rurneHnyeckum Hopmam('H) m
caHuTapHbIM nipasunam (CaHllnH).

0 CaHuTapHO-rMrmeHN4YeCcKnm
ceptudomnkaT BblaaeTcd
PocnoTpebHan3opom rocrie
NPOBEAEHNSA IKCNEPTU3bI NPOAYKLNU
(ycnoBum nponsBoacTea, 1Y) Ha
OCHOBaHMKM NPOTOKOSA UCMLITaHUN U
npeabABrEHHbIX JOKYMEHTOB. CpokK
OENCTBUSA TMIMEHNYECKOro ceptnudukara
9 nerT.




.-EO:Bapbl dliTeé4HOIro aCCopTMMeHTa  JOKYMEHTDI,
noaTBepXgarLlne NX Ka4eCTBO.

JlekapcTBeHHbIE cpeacTaa

[leknapauns o COOTBETCTBUM

MmMyHOOMOnormyeckme npenaparbi

Ceptudmkar coorBetcteua MUBI
(LBIM)

Buonornyeckn-akTMBHbIE J0OaBKK

[eknapaums 0 COOTBETCTBUM (C

01.01.2012) PeructpaunoHHoe yoocToBepeHmne
BA[]l + npoTokon nccnenoBaHusa Ha paanoHyKnnabl

[MapdromepHO-KOCMETUYECKME
cpeacTBa 1 cpefcTBa Mo yxody 3a NofocCTbio
pTa

Ceptudomkar cooretcTeuda FOCT P ¢
CCbIJTKOM Ha CaHUTapHO-
ANUOEMNOIIOrMYECKOE 3aKINYEHNE

JNMH3bI, onpaBsbl, rpenku, Ny3bipn ons
nbha, KNneeHka nogknaaHas

[leknapaunst 0 COOTBETCTBUM

[MepeBsizouHble cpeactea; MH; meq.
TEXHMKA; TOBapbl, CONpuUKacarLLmecs ¢
TEnom 4YyenoBeka

Ceptudmkat cootrBetctema F[OCT P

MuweBble fob6aBkM, MUH. Boaa, ToBapbl
ONA OeTen, rMrmeHn4eckne cpeactsa u ap.

CaHuTapHOo-anMgeMmnonornyeckoe
3akntoveHne (JOKYMEHTbl O KayecTBe
nponssBoanTens)
— Ha Konun 2 ronorpadonyecknx 3Haka
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