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MOCTAHOBJIEHUE

NaBHOrO roCcygapCTBEHHOIO CaHUTapHOro Bpada Poccminckon ®epepaumm

0T 6 oKT6psa 2004 r. N 4

06 0T3bIBE PErMCTPALIMOHHBIX Y0CTOBEPEHNN

Ha 61MoNornYyeckn akTUBHbIe f06aBKM K NuLe

3aperncTpupoaHo MMHUCTEPCTBOM OCTULMM Poccminckon deaepaunm

12 okTs6ps 2004 r. PeructpaumnoHHbin N 6061

1, TNnaBHbIN rOCYyLapCTBEHHbIA CaHUTapHbIN Bpay Poccuinickon depepauun I.I.OHULLEHKO,
npoaHaAn3MpoBan BbIMOJIHEHNE FUIMEHNYECKNX TpeboBaHMI 6€30MacHOCTY 1 NULLEBON LIEHHOCTM
Bronornyeckn akTnBHbIX 0o6aBoK K nuile (BAJl), yCTaHOBNEHHbLIX CAaHUTAPHO-3NNAEMNONONNYECKMMN
npasuaammn n HopmaTtmeamm CaHluH 2.3.2.1078-01 "TurneHnyeckue TpeboaHns 6e30nacHOCTY 1 NWLLEBOWA
LEeHHOCTY NuLLeBbIX NpoaykToB", BBeAeHHbIMY B AencTteue ¢ 01.09.2002 v 3aperncTpupoBaHHbIMU
MuHiocToM Poccun 22.03.2002, pernctpaunoHHbin N 3326, C U3MEHEHUAMMN K HUM, 3aperncTprupoBaHHbIMU
MwuHtocTom Poccum 04.06.2002, perncTpaumoHHbin N 3499,

MpakTrka Haa3opa 3a 060poTOM BUONOrMYECKM aKTUBHbIX 00O6ABOK K MuLLe npusena K HeobxoanmocTu
pa3paboTku n BBegeHuto B gencreme ¢ 20 nioHa 2003 r. CaHUTapPHO-3NNAEMUNOJSIOTMYECKIMX NPaBU 1
HopMaTmBoB CaHlMnH 2.3.2.1290-03 "MnrneHunyeckne TpeboBaHMsa K opraHM3aLunm Npon3BoacTBa 1 obopoTa
Bronornyeckn akTnBHbIX gobaBok K nuie (BAL)" (3apernctpmupoBaHbl MuHiocTom Poccum 15.05.2003,
perncTpaunoHHbin N 4536). YTBepxAeH CINCOK pacTeHW, 3anpeLeHHbIX Npu NponM3BOACTBE
Bronornyeckn akTUBHbIX 006ABOK K NuLLe, COAepPXKaLLUX CMAbHOAENCTBYIOWNE, HAPKOTUYECKE MK
anosuTble BewecTsa (CaHlMnH 2.3.2.1153-02 - gononHeHus N 1 k CanluH 2.3.2.1078-01,
3aperuncTpuposaHbl MuHioctoM Poccum 05.09.2002, pernctpauoHHbin N 3775, BBeAeHbl B eNCTBUE C
01.01.2003).

Hapsagy c coBeplUeHCTBOBaHMEM HOPMATMBHOM HBa3bl CaHMTapHO-3NUAEMMNONOrnyeckas cnyxba ycunnmna
HaZ30p 3a cobniogeHnem CaHNTapHOro 3aKoHo4aTebCTBa B 061acTn obopoTa BLONOrM4ecKn akTUBHbIX
006aBOK K nuue. Mpon3BoaMTENSMA 1 MOCTABLLMKaMK MPOAYKLNN NPUHAT PSAA OPraHn3aLnoHHbIX 1
NPaKTUYECKUX Mep, HanpaBJIeHHbIX Ha BbIMOJIHEHWE YKa3aHHbIX CAHUTAPHO-3NNLEMUNOSIONNYECKUX MPaBUII.
Mepeu onbsaHsAWMI (KaBa-KaBa) BkAoYeH B CNUCOK CUbHOOENCTBYIOLINX N SA0BUTBIX BELLECTB,
yTBEPXAEHHbIV [TOCTOAHHLIM KOMATETOM MO KOHTPOJIt0 HAapKOTMKOB 25.12.2002, npoTokon N 3/86-2002 (B
penakuumn JononHeHus N 1, yTBepXLeHHOro MoCcToAHHLIM KOMUTETOM MO KOHTPOJII0 HAPKOTUKOB,
npoTokos oT 22.10.2003 N 2/88-2003).

C aHBaps 2003 r. pernctpaums bronornyeckn akTUBHbIX 006aBOK K nuLle, cogepkaliux MNepeu
onbaHawWmMA (KaBa-KaBa), Ha Tepputopumn Poccunckon denepaunm He oCyLLEeCTBAANACH.

BmecTe € TeM, Kak NoKa3bIBaeT NpakTuka, B 06opoTe Ha TeppuTopumn Poccuinckon ®epepaum HaxooaTcs
Bronornyeckn akTueHble obaBkK K Nuwe, cogepxallme MNepew onbaHsAWMA (KaBa-Kaga),
3apeructpupoBaHHble 10 2003 r., a Take Bonornyeckn akTuBHble o06aBKU K NMuLLe, COaepKallme
NCUXOTPOMHbIE N CUJIbHOLENCTBYIOLINE BEWECTBa, peanunsyemble o GaabcnuumpoBaHHbIM
perncTpaumoHHbIM YAOCTOBEPEHNSM.

Y4ynTbiBas BbILIEN3OXKEHHOE, B LENSAX AafIbHENLLEr0 COBEPLUEHCTBOBAHUSA HaA30pa 3a 06opoTom
B1oNOrNYeckKn akTUBHbLIX 000ABOK K MULLLE U B COOTBETCTBUMN C PenepanbHbIM 3aKoHOM oT 30 MapTa 1999 .
N 52-®3 "O caHMTapHO-3NMAEMMONOrn4eckomM bnarononyynn HaceneHns" (c nsmeHeHusmm ot 30 gekabps
2001 r., 10 aHBaps, 30 uioHs 2003 r., 22 aBrycta 2004 r.) nocTaHOBASALO:

1. C yyeToM nognyHKTa 5 nyHkTa 1 ctaTbn 51 ®epepanbHoro 3akoHa ot 30 mapta 1999 r. N 52-03 "0
CaHUTAPHO-3NNAEMNONOrNYecKoM Bnaronony4ymm HaceneHuns" 3anpeTuTb:
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1.1. Ncnonb3oBaHme pacTeHuns MNepeu onbaHsAwWwmMN (KaBa-Kaea) (Piper methysticum) B coctase
Bronornyeckn akTuBHbIX f06aBOK K nuLue.

1.2. O6opoT buonornyeckn akTuBHbIX obasok K nuwie (bALl), nmetowmnx B coctase lMNepew, ONbAHSAOLWNA
(KaBa-KaBa), npoun3BefeHHbIX B Nepuog AenCTBUSA CeayoLmnX perncTpaunoHHbIX YO0CTOBEPEHWI:

- N 000106.1.840.06.98 ot 30.06.1998 - BALl "3kcTpemMnH" npon3BoAcTBa KoMnaHum "Neways, Inc." (CLLA),
nonydatens OO0 "OuaHa" (Poccusa);

- N 000356.11.840.08.99 ot 26.08.1999 - BAL]l "T'yn Hant" npoussoacTea "Bactolac Pharmaceuticals, Inc."
(CLUA), nonyyaTtens OO0 "Aptnang" (Poccusa);

-N 001252.11.840.11.99 o1 30.11.1999 - BAL "Y-®pu" npomssoacTsa komnaHuu "Neways, Inc." (CLLA),
nony4yatens "Neways, Inc." (CLLA);

- N 002045.11.528.10.2000 o1 16.10.2000 - BAL]L "Memo AkTuB" nponssoacTea "Bional International BV"
(Hnoepnangel), nonyydatens AO3T "®apko" (Poccus);

- N 002697.11.840.03.2001 o1 30.03.2001 - BA[ "CTpecc 3na" npoussoacTtea ¢pupmbl "Enrich International,
Inc." (CLLUA), nonyyaTtenb OO0 "Antako" (Poccus);

- N 002817.11.840.05.2001 ot 16.05.2001 - BALL "®opmyna 3p0poBba "CnokonHas HoYb" ("Good Night")
npounssoacTea gupmbl "ADH Health Products, Inc." (CLUA), nonydyaTtens OO0 "AnbTepa XonguHr" (Poccus);
- N 002853.11.840.04.2001 ot 12.04.2001 - BA[L "Penakc komnnekc" npoussoacTaa "Nittany
Pharmaceuticals, Inc." (CLLUA), nonyyatens OO0 "KapTtenb+" (Poccus).

2. CyuTaTh YTPaATUBLLMMUN CUAY CNIEAYIOLLNE PErNCTPaLMOHHbIE YA0CTOBEPEHNS Ha BMoNornyecku
aKTMBHble fo6aBKK K nuLle, nMetoLme B cocTase MNepew onbsHawowWwmi (KaBa-Kaa):

-N 003777.1.380.01.2002 oT1 16.01.2002 - BAL "AHcmaepm" npomssoacTsa "IDI FARMACEUTICI S. p. A"
(WTanud), nonydatens OO0 "BEJACAH" (Poccus);

- N 005082.11.376.12.2002 ot 06.12.2002 - BA[LL "MammapoH" ("XeHckad rpyab") ("Mammaron" ("Woman's
breast") npon3ssoacTea "Dead Sea Medica Co." (U3pannb), nonyyatens OO0 "KomnaHus "Haxec" (Poccus);
-N 004162.11.826.04.2002 o1 29.04.2002 - BA[, "ApantoCTpecc" ("AdaptoStress") npounssoacTtea "Global
Nutritional Manufacturers (Pty) Ltd." ona ¢mpmsl "NutriHealth CIS Ltd." (BenukobputaHus), nonyyaTtens
tupma "NutriHealth CIS Ltd." (BeankobputaHus);

-N 004187.11.250.06.2002 ot 10.06.2002 - BA[, "Penen" ("Repen") npomnssoactea "Arkopharma" Group
("Laboratoire des Hauyes Synergies", ®paHuunsa un "Nutripharma", UpnaHgus), noay4yaTenb KOMNaHms
"Arkopharma" (®paHuus);

- N 004990.P.643.12.2002 o1 31.12.2002 - BA[] "9kcTpaKkT KaBa-Kasa" npoussoacrtea 3A0 "Isanap”
(Poccmsa), nony4daTtenb 3A0 "Isanap" (Poccus);

-N 005151.11.376.12.2002 o1 17.12.2002 - BA[ "AMcuH" ("Yamseen") npon3sBoacTBa KomnaHum "Dr. Nona
International Ltd." (U3pannb), nonyyaTenb NpeacTaBuTenbCTBO KoMnaHum "Dr. Nona International Ltd."
(Poccuns);

- N 005220.11.840.12.2002 ot 31.12.2002 - BAL "WaHrpu J1a" ("Shangri La") npon3soacTBa KOMMNaH1n
"Neways, Inc." (CLLUA), nonyyaTtens komnaHus "Neways, Inc." (CLUA);

- N 005316.11.840.12.2002 o1 31.12.2002 - BA[, "®opM-MeH IkcTpa" ("For-Men Extra") npom3soacTea
komnaHuu "Nature Way International, Inc." (CLLA), nonyy4aTtens komnaHua "Nature Way International, Inc."
(CLLA).

3. YnpaBneHuio lopuamnyeckoro obecrnevyeHns eaTeNbHOCTM B chepe 3allmTbl npaB noTpebutenen n
Bnaronosiy4ns yenoBeka, YnpaBJieHNO CaHUTApHOro Haa3opa ®efepanbHon Cnyx6bl MO HaA30py B chepe
3aWwnTel Npas notpebutenein n 6narononyyns 4enoBeka yCKOPUTb MOATOTOBKY HOPMATUBHOIO NPaBoOBOro
aKTa, onpeLensowero CNMCoK pacTeHWi, 3anpeLleHHbIX Npu NPoM3BoACTBE BMONOrNYeCKN aKTUBHbIX
106aBoK K nuLe.

4. YnpaBieHuto rocyapCTBEHHON perncTpaLmm n nuueHsnposaHuns B cepe obecneyveHnsa bnarononyyms
yenoseka ®efepancHon cnyxbbl Mo HaA30py B chepe 3aWwuThl NpaB noTpebutenen n Gnarononyyns
4yesioBeKa A0BECTU B TPEXAHEBHbLIN CPOK HACTOsLLEee NOCTaHOB/EHNE L0 cBeAeHns PefepanbHON
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TaMOXXEHHOI CNy»X0bbl.

5. FNaBHbIM rocylapCTBEHHbLIM CaHUTapHbLIM BpavyaM no cybbekTam Poccuiickon deagepaunmn, pernoHam, Ha
TpaHcnopTe:

5.1. [loBeCTun HacTosLLEee NOCTaHOB/IEHNE [0 CBEAEHNS BCEX 3aUHTEPECOBaHHbLIX OpraHn3aumnin He3aBuCcnuMo
OT OpraHn3aLMOHHO-NPaBOBbLIX (hOPM COBCTBEHHOCTU, (PUINYECKNX U IOPUANYECKIMX 1L 1 obecneynTb
KOHTPOJ1b 3@ €ro BbIMOJIHEHWEM.

5.2. YcunuTb Haa30p 3a Npon3BoACTBOM M 060pOTOM BUOOrNYECKN aKTUBHbBIX A06aBOK K NuLLe.

5.3. MpuHATL K PyKOBOACTBY NUCbMO pykoBoautens ®egepanbHon cnyxbbl Mo Hag30py B cepe 3amThl
npas noTpebutenen n 6Gnarononyyns YyenoBeka u ampektopa PenepanbHOM CNy>XObl MO KOHTPOJIIO 33
060pOTOM HAapKOTMKOB O B3aUMOLENCTBMM NPU OCYLLLECTBAEHUN Haf30pa (KOHTPOJIS) 3@ NPOM3BOACTBOM U
o0bopoToM Buonornyeckn akTuBHbIX obaBok K nuule (ot 24.09.2004 N 0100/1565-04-32, ot 01.10.2004 N
BY-3563).

6. KOHTpOJIb 3@ CMONHEHNEM HACTOSALLLEr0 NOCTAHOBIEHUS BO3JIOXXUTb Ha 3amMecTuTens naBHOro
rocyfapCTBEHHOr0 CaHUTapHOro Bpaya Poccunckon denepaunn NynbyeHko JI.IT.

CobpaHune 3akoHodaTensCcTBa Poccninckon ®epepaumm, 1999, N 14, cT. 150.
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