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Onucanue

llourn benli WJIH JKEJITOBATHLIN
l(pHC'l'ZUTHH‘-IECKI'II;I H()pOI.LIOK

[Toury Benwii
KPUCTAIMYECKHH 110POIIOK

Bpewms pacTBOpenus

Bpewms pactBopenns npenapara B 5 M
BOJBI I8 nHbeKUni, 5% pacTBopa
rnokossl 1 0,9 % H30TOHHYECKOTO
pacTBOpa HATPHSI XJIOPHIA HE JIOJHKIO
IPCBBILIATE 2 MUH; B 3,5 MJI pacTBopa
suaokanHa 10 Mr/mit He JIOJBKHO
PEeBbIIATE 4 MIH,

Bpemsi pactsopenns nperapara
B 5 MJI BOJBI U1t MHDEKITHH,
5% pacrrope rimokosst 1 0.9 %
M30TOHHYCCKOIO PACTBOPA
HATPUs XJIOpUaa He
npesbiaet 2 MuH.; B 3.5 Ml
pactTBopa smjoxkanna 10 mr/mi
He npeBbiaer 4 MHH.

Hopnunnocrs
Lecpmpuarcon

Bpems ysiepkuBanns OCHOBHOIO IHKA Ha
XPOMAaTOrpaMMe MCIIBLITYEMOTO pacTBopa
JOJIKHO COOTBETCTBOBATL BPEMCHH
YACPIKMBAHUS MK LeTpHakcona Ha
XpoMaTorpaMme CTaH/lapTHOro
pacTBopa.

Ioarsepixnena

Hampui Kauectrennas peakuus b Ha natpuii [Tojreepiaena
OHOPOIHOCTEL MacChl ['d PD 1,161 ]
OtknoHenne cpejHeil Macenl +2,3/-3,2
coaepRuMoro kaxoro u3 20 Qguakonos
He HOo/mKHO nperbiath = 10 % oT
onpejenennoi u3 20 QuiakoHoB cpeanei
MAaCChl KOJIHYECTBA NIpenapara
YneibHOE BpateHHe, © Ot -155 10 -170 -165.7 ]
[Ipospaunoctn Josmxen ObITh Npo3padHbivM Pactrop npenapara
pO3paYHbIi N
LBeTHOCTH Homxen  BBUIECPKHBATL — CPaBHCHHE C Bruytepikupaer cpasHeHune
yrajoHoM Ys win BYs C OTAIOHOM Y's
P— -

Or8,0n0 11,0

pH pacreopa

Ot 6,0 no 8,0
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Mexannueckue BKIIOUCHUS
- GUOUMDBLE

- HeBUOUMDbLE

IIOJDKGH BBIACPIKMBATDL TpC6OBEIH M3l
[OPD

Hucno yactun pasmepom 10 MM 1 Gonce
1e J1oJuKHO npessimars 6000 8 |
(hiakoHe, uKcio yacTHL pazsMepom 25
MKM 1 OoJlee He JOIKHO MPEBBILATL
600 B | duakone.

12

1841

54

Pojicrsennnie npumecn, %

JIioGoli eunnunoii npumect - ne Golee
1,0

Memncee 1,0

)

CymMa npumecei - ve Gosee 4,0 0,29
Ocrarounsie opranudeckue | Aueron — ne donce 0,5 0,01
pactopuresun, % 2-niponanos — ue dosee 0,3 He obnapyxen
Oranon - we 6Gonee 0,5 0,02
Dtunauerar- ne Gonee 0,5 He ofnapyxen
Metanoin — He Honee 0,3 0,14
Merunenxiopua — ne tonee 0,06 0,04 |

Aueronurpun — ue Gonee 0,041

He oBnapyxen

Tpuatnnamun, %

He 6onee 0,05

N,N-numernnanuimy, %

He obnapyxen

He 6omnee 0,002

He oBnapyxen

2-9THATCKCANOBAA KHCI0Ta
%

£

He 6onee 0.8

He oGnapyxena

baxrepuaibbie
IHJIOTOKCHHBL, E2/Mr

He Gosee 0,05 ED na | mr nedrpuaxcona

Meuee 0,05

AHOMaILHAS TOKCHUIIOCTE

[Ipenapat gomien ObITh HETOKCHHIIBIM

Heroxenunnit

CTepUIIBHOCTE

[Tpenapar J1o/mKen 66ITH CTePHIILHBIM

CrepuibHbIi

Conepxanue aeiictBytomero | He menee 90 u ue 6Gonee 110 or 85,7
BCIIIECTBA BO d)ﬂElKOIIC, % KOJHYCCTR, YKa3aHHOI0 Ha 3THKETKE
Onnopoanocts nozuposaius | [ Pd 0,73
Ipu n=10 AV<L1: L1=15,0
[Ipn n=30 AV<L!] u Bce 3Hauchus X
YJIOBJIETBOPSIOT HEPABEHCTRY
M- xi[<0,01+L2:M B
Konnuecrsennoe He wmenee 850 u wne 6Gosnee 1000 950,2

OTIpeNieseHHe, MKI/MI

nepecuere  Ha - Ge3momHOe W e
COACPIKAIIEE OCTATOUHLIX OPraHMHYECKHX
pacTBopHTEsIeH BEECTBO

Ynakoska

[To 1,0 r acHcTByonero BewecTsa Bo
(pnakoHb!  CTEKJsIiIBIE  HOMMHAILHOIN
BMecTHMOCTLIO 10 MJi,  repMeruuno
YKYHOPEUHbIE PEe3sHHOBLIMH TNPOGKaMH,
obaTeie KOJMIAMKAMH AIIOMHHHEBLIMH.

Ha dnakon naxkiaenBaioT camor/iesyiocs
ITHKETKY MJIM TEKCT MAPKHPOBKH HAHOCAT
HEMOCPeJICTBEHHO Ha (UIAKOH METOAOM
riydoKoit neyaTH ObicTpo
3aKperisgIonecs kpacko,

[To 50 duiakonoB ¢ mpenapaToM ¢ pasHbIM
KOJIHYECTBOM HIICTPYKIH I 1o
MEIHLHHCKOMY IIPHMEHEHUIO [TOMEIaloT

B KOpoGKy 3 KapToH4 (mast
CTALMOHAPOR).

1.0 r neficrsyrolero gemnectsa

BO  (uiakowe M3 TpyOkn
CTCKIISTHHOM Junsl
JIEKAPCTBEHHBIX CPeNCTR.
BMECTHMOCTLIO 10 M1,

FEPMCTHUHO YKYHOPEHHBIC

NpodKaMH  PE3NHOBBIMH 1
o0xarnie KOJIauKaMi
ANOMHHHEBBIMH.

Ha (priakon Hakjeena

CaMOKJICAIIALCS ITHKETKA,

I duakon ¢ npemnapatom
HHIHBMIYUILHON  navke
KApTOHa BMCCTC C lr!HCfl‘}",\)'Kl.[}lCﬁ
10 IIPHMEHEHHIO.

Hi |
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Kopobry OKJIEHBAIOT OTHKETKOH-
GaHAePOIIBIO WIH ua KOpoOKy
HAKJICHBAIOT ~ JTHKETKY W3 Oymaru

sTuKeTouHoH unu oeernoit uan no TV,
WIH MCJIOBAHNOH HIIH CaMOKJICSIULYHOCH
ITHKETKY.

[To 1, 5 10 ¢uakoHoB ¢ nperaparoM
BMECTE C MHCTPYKLHEH 1o
MCIMIMHCKOMY [PHMEHEHHIO TTOMEILAI0T
B [1a4Ky H3 KapTOHA.

Ynakoska npenapama ¢ Komniesme ¢
}JGC?’I’IGO}?U?TI@.H M,

Pacteoputens: Bona juis nubexii

(1o 5 mu B amuyie CTCKIAHHOI), 10
Ka4ueCTBY COOTBETCTRYIOLIA
tpebonannam PY JIIT-006179;

unu  JIW0KauH  pacTBOp JUIA HHBEKIHH
10 mr/vn (mo 3.5 M B aMuayne
CTCKJISHIION ), COOTBETCBYIOLLHH
tpeGosanusam PV JIT1-006179.

B KOMIUIEKT BXOJIIT:

a) 1 Quiakon ¢ mpernapaTom H 2 amIyJinl €
pacTBOpHTEsIeM — Bosa Ui HHBEKIHH;
6) 5 duakonor ¢ nperraparom w10 ammys
¢ pacTropuTeneM — Bona Ui HHBEKIH,
B8) 10 Qnakonos ¢ nipenaparom ¥ 20 ammy
¢ pactBopuTesieM - Boja Juid HILEKIHI:
r) 1 uakon ¢ npenapatoMm ¥ 1 amnysa ¢
pacTBOpHTCICM — JIMAOKaKH pacTBOP AJIst
uHbeKLMi 10 Mr/mr,

J0) 5 (hIaKOHOB € NpernapaToM v 5 amIiyl ¢
pacTBOpHTENeM - JIMJIOKauR pacTBop Juis
UHBeKIHA 10 Mr/Mi;

e) 10 guakonos ¢ npenaparom u 10 amiyn
¢ pacrBopurenem - Jlwjokann pactsop
JUIst MEBeKImi 10 mr/M.

[KKoMrmiekT noMemanT B IMa4Yky M3
KapToHa BMeCTe C S'T'I!C'i'pyi{!IIf!Cﬁ o
MEIWIHMHCKOMY l‘li]l'iMEl*lﬂt‘-;'Hl»[l{).

Mapkuporka

1. lepBuanas ynakoska.
Ha duakone yka3nBaroT HaHMCHOBAHHC
IPEJTPUATHS-H3TOTOBUTEIIS,

HAaHMEHOBaHHE [pernapara, «IIOpOLIOK
Juist [IPUTOTORJICHHS pacTBOpan»

COMCPIKAHHE AeHCTBYIONIErO BEILICCTRA BO
(1akone B rpaMmax, HOMEp CEpHH, CPOK
rOJIHOCTH, YHUKAILHBIH HoMep EAN-13.

Ha orukerke uakona  yKasbBaloT
HAHMECHOBAHME Ipenapara,
jekaperBeHnyo  GopMmy,  COjEpKaHue

LIBFECTBYIOULGI‘O peecTsa Bo (i)JlElKOHC B

1. Mepsninast ynakonka.

Ha arukerke QuakoHa yxazano
HAUMEHOBaHIC npenapara,
Jexapersennas
COJIEpIKaHHE
BEILCCTBA  BO

JEHCTBYIOLLETO
dnaxone B

rpammax,
«Crepunsro», «llpousseneno
AO «BHOX MU,

«PROMOMED®y u  nororun
KOMITAHHH, 2JIeMEHThl ai3alita

¢ rpaduueckuM H300paKEHHeEM |

hopma, |
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rpammax, «Crepunsno», «l[lpousseneno
AQ «buoxumui», «<PROMOMED®» u
JIOTOTHIT KOMIAHHH, IEMEHTHI JIM3aiiHa ¢
rpapuueckiuM H300paKCHUEM Xapakrepa
MEPBHYHOH YITAKORKH, HOMEP CePHH, CPOK
FOHOCTH, YHHKaIRHEIH HoMep EAN-13.
[Tpu YIAKOBKE npernapara B
WHJIMBHIYQILHYIO  T1AYKY
Homep EAN-13 e ykassiBaerc.

2. Bropuunas ylakoBK:

Ha nauke, osTHKeTke-OaHaepoNn HIH
ITHKETKE KOPOOKH YKa3BLIBAIOT TOProBoe
HAKMEHOBAHUC nperapara,
MEXIyHAPOIHOE HCITATCHTOBAHHOE
HAUMEHOBAHHE, JICKApPCTBEHHYIO (opmy,
conepoKaliue JAeHCTBYIOIEro BELIECTBA B
rpamMmax, «CTepUIIBHOY,
«Buytpusenno»,  «BHYTpUMBIIICYHOY,
«Cnocob HpHMeEleIHTH: cM,
HHCTPYKIHION, « XPAaHUTD B HEAOCTYITHOM
JUTS HGTG"I‘:H MECTEC», YCIOBHS XpaHeHnd,

YHHK&ILHBIH

yesosHsl ornycka, «llpousseneno AQ
«BHOXUMHI)», KpaTKHi ajpec
NIPOU3BOJCTBA (cTpaua, ropoi),

«PROMOMEDYy, u oroTun KoMmaHuH,

WEMEHTBl  IM3alna ¢ rpauyecknm
u3o0paxenuem  Xapaxrepa [CpBHUHOM
YN4aKOBKH, HOMEDP  PErHCTPaIHOHHOIO
YJAOCTOBEPCHUs, HOMEP CEpPHH, CPOK
roaHOCTH, KOJIHYCCTBO (IJIEB.K(')'! 108,

ITPUXOBOH KOJL.

Ha osrtuxerke-Oanaeponu wiM 3THKETKe
KOPOOKH BMECTO YCIIOBHH oOTmycka W
HAMHCH «XPaHUTh B HEIOCTYIIOM JIJIst

neTed  Mecren,  yKasbisaor  «Jls
CTALMOHAPORY.

Ha nauke ¢ KOMIIJICKTOM JONOJHUTENBHO
YKaA3BIBAIOT HauMEHOBAHUE

PaCTBOPUTENSI, JICKAPCTBCHHYIO (hopMy
pacTBOpHUTEIs, J03UPORKA PACTBOPHTEIIS,

obbem pAacTBOPHTE/IS, HOMEP
PETHCTPALIMOHHOIO YAOCTOBEPCHHA
pacTBopHTes, HOMCP CepHH

pacTBOpHTENIS, KOJIMYECTBO aMIlyJl, CPOK
TOJIHOCTH PACTBOPHTEIIS.

JononHuTensHO HA NAYKy, OTHKETKY
DanJIEpOIIb WK YTHKETKY KOPOOKH MOMKET
ObITL  Hanecena  undopMmanus s
MOHHTOPHHTA JIBHIKEIIH A JICKAPCTBEHHOTO

Xapakrepa TCPBHYHOM
YIAKOBKM, HOMEP CCpUH, CPOK
FOJIHOCTH,

[Tpenapar ylakosau B
HHIMBHAYAILHYHO [TAYKY.
Yunkanbuoiit nomep LEAN-13
HE YKa3aH.

2. Bropiunas ynakonpra.

Ha
HaHMEHOBaHHUE
MCEXKIYHAPOHOE
HEeIMAaTCHTOBAHHOC

[avkKe VYKa3aHO

Iperapara,

HAUMCHOBAHHC, JICKAPCTBCHHEHAN

(popma, cojepKaHue
JeHCTBYIOILETO  BEIUCCTBA B |
rpammax, «CrepuibHoy, |

«Buyrpuennoy,
«BuyrpuMmenueanon», «Crocob

[PUMCHCHHS: CM,
UHCTPYKUMIO», «XpaHulh B
HeJLOCTYHOM  JUIs nereil
MECTE»,  YCIOBHA  XPaHeHHs.,
YCIIOBHS OTIYCKA,
«lIpounssencno AQ

«buoxumu»y», Poccus,
r. Capanck, «PROMOMED™»

H NOTOTHII KOMITaHH,
IIEMEHTEI Ju3aiina g
rpaguueckuM  u3obpaxenieM |
Xapakrepa HCPBUUHON |
YTIAKOBKH, HOMED

PerHCTPalHOHHOTO
YOAOCTOBCPCHUS, HOMEP CEpHH,
CPOK  TOIHOCTH, KOJIHYCCTBO
(hnakoHOB, LITPHXOBOM KOJL.

HQHOHIIHTBJ]M!O Ha ITaHKe
HaHeccHa HI.I(.I)ODM[UJHH JITA

MOHHTOPHHT A JIBUIKCIINS
JEKApCTBECHHOIO l[{)CI]ﬁ]D‘&'l'Ei or
TPOH3BOJIATENH JI0 KOHEYHOrO
nmorpeburens - CPEACTBO
HACHTH(HKALIHH,
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npenapara or NPOU3BOAMTECIIH no
KOHCUHOrO noTpedHuTesss - CPeAcTBO
uaeHTH(GuKamy,

Xpanenne. B 3aluiienHOM OT cBeTa MecTe, IpH Temiepatype He Beime 25 °C | Cpok rofnoctn 2 roja

logen o 10 2024

3axmouenne OKK. Coorsercrayer tpeGosanmam P N001456/01-281021

M.A. Hyxonosa
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Pemenne Yuoanomouennoro Junai o
Jlunensueit na npoussoactso  Ne JIO1 2001

HaaIexaled NPoH3BOICTBEHHOMN HIPaKT IKOHOMHYECKOTO CO103a, JeHCTBYIONNX

3 (COIT) u COOTBETCTBYET YCTAHOBIICHHEIM
TpeboBanuam upu [ocynapersennoii peructpatun. JJokyMeHTHI 10 IIPOHIBOACTRY H KOHTPOIIO
Ka4uecTRa NPOBCPCHEI H 000PCHDI.

peraamMeHTa M CTAHIAPTHBIX ONEepPalMOHNIBIX T

ot 19.04.2022 r., tpebonanuamu I panun
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FRAPELUGHO Ha DOBRUIALLKID

op Q.4 Anapina C——(némucs) (jara)




