CEPTHOHUKAT AHAJIU3A

Penaxruposan: 02/07/2026

IMHACKJIEAUH 300, kancyast 300 mr, N 30

Koa: 8703634 Homep cepuu: AB775 Jlara npoussoacTsa; 07.04.2026

Ccebuika; | CpoK roJiHoCTH: 03.2029

OUIHKO-XUMHYECKHII KOHTPOJIb Texnuueckas ceplika: C24-0051/07

Tectnl Creundpurauns Pe3vabTarsi

Onuncanue Kancyner  (pasmep [) ¢ noaynpospaunbiMu | Kancynst (pasmep [) ¢ noJynpospadHbiMi
Oe/IbIMHI KOJMAYKOM H KOPIIYCOM C MAPKUPOBKOH | Oe/ibIMM  KOJIAYKOM M KOPINYCOM ¢
«P 300», Konnauok ¢ mapkuposkoi «P» win ¢ | mapkuposkoid  «P - 300».  Konnmasok ¢
«300y», kopnye ¢ mapkuposkoii «300» umu ¢ «P» | mapkuposkoil «P» wmm ¢ «300». kopmye ¢
COOTBETCTBEHHO, cojiepanui MacTy | MapKUpOBKOii «300» HITH v «P»
KOPHUHEBOTO LIBETA, COOTBETCTBEHHO. coiepRalmit [acry

KOPHYHEBOTO LBCTA.

Haenrndukauns: Bpemena yJepKHMBaHMS OCHOBHLIX NHKOB Ha | Bpemena yzaep:kupanus OCHOBHBIX MHKOB Ha

ABOKA/10 IJI010B M coeBbIX 6000B | XpomaTorpamme MCTIBITYEMOI0 PacTBOpPA, | XPOMATOrpaMMe  HCIHBITYEMOIO  pacTsopa,

MACe]l HEOMBLISICMbIE COCAHHEHNS | [IPUTOTOBIEHHOTO s KOIMYECTBEHHOTO | MPHIOTOBIEHHOTO IS KOJHMYECTBEHHOTO
OINpeaeIeHus, JOKHDBI COOTBETCTBOBATL | OTPEACNSHHA,  COOTBETCTBYIOT — BpeMeHaMm
BpEMEHaM YIEPHKHBAHUS MUKOB HA | YAePKHBAHMA TMKOB HA  XpoMarorpamme
XpoMmarorpamMme KOHTPONIBHOTO pACTBOPA | KOHTPOJBLHONO pacTBOpa ABOKAIO TJ10J0B H
aBOKAlI0 IUI0JOB M COEBBIX OOD0OB Maces | COeBBIX tobos Macen HEOMBLIAEMBIX
HEOMBUIAEMBIX COSIHHEHUH. COe/IMHEHHH.

byrwarnapokeuroayon (BI'T) Bpems  yiepikMBaHHA OCHOBHOIO [MKA Ha | BpeMs yACpKMBAHWA OCHOBHOIO [HMKa HA
XpOMaTOrpaMMe HCILITYEMOTO PACTBOPA AQJKHO | XPOMaTOTpaMME  MCMBITYEMOrO  pacTeopa

COOTBETCTBOBATh BPEMEHW YACPKMBAHMSA [HKa
OyTHJIrHAPOKCHTONYONA  HA  XpOMarorpamme
CTAHIAPTHOIO PACTBOPA.

COOTBETCTBYET BPEMEHHM YACPIKHBAHMS TMHKA
OYTHATHAPOKCHTOIYO/IA  HA  XpOMATorpaMme
CTaHAAPTHOrO PacTBOPA.

Cpeaussi Macea CoAepRUMOro 307.0 mr+ 7.5% 309.2 mr
KAncy/ H 0HOPOANOCTE M0 Macce (284,0 - 330.0 mr)

18/20 +7.5%: 2/20 + 15% Coorsercrpyer
Pacnaaaemocts He 6oaee 15 munyr 2 MUHYThI
Ilepexncuoe une/io He 6oaece 15.0 muwummksuBaieHTos OQ/kr 1.3 MakB O2/kr
Mukpofnosoruueckas YHCTOTA
O6uee yncno adpodusix dakrepHii
(TAMC) He 6onee 10* KOE/r < 10 KOE/r
OB61ee 4neIo APOHKIKEBUIHBIX W
miechesbix rpudos (TYMC) He 6onee 102 KOE/r < 10 KOE/r
Onpenenennnie
MHKPOOPraHH3IMbI:
Enterobacteria (YCTOWYUBBIX K
HKEITUH ) He Gosnee 102 KOE/r < 10 KOE/r
Escherichia coli Orcyrersue B 1 r Oreyrersyer
Staphyloccoccus aureus OrcyrerBue B 1 OrcyTterByer
Salmonella spp. Oreyrersue 8 10T Otecyteryer

B)’THJ‘I THAPOKCHTOTY 0T

He 6oaee 0,033 mr/kancyna

0.027 mr/kancyna

KoanuecTsennoe onpejeienne
CyMMapHoe cojepxanue
HEOMBUIAEMBIX COSIMHEHHH aBOKal10

10108 1 coeBbix D0BoB Macen
(11MAC)

or 285.0 no 315,0 mr/kanc.

295.2 mr/kanc.

Copnepxanue dpakunn H

ot 45,0 no 78.0 mr/kanc.

62.0 mr/kanc.

Copepxanune ppakuuu |

He Gonee 15,0 mr/kanc.

9.3 mr/karc.

Coaepxanue Tokopepoios

He menee 20,0 mr/karnc.

73.3 mr/karc.

Coaepxanue cTepo108

ot 83.0 no 138.0 mr/karc.

106.3 M*ﬂﬁ{a ancﬁ,\\
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¥Ynakoska

llo 15 kancyn B Omucrep M3 aLTIOMHHHEBOH
(DONLIH, MOKPBITOH TEPMOYCTORUHBOM CMOTOH 1
NOJTHBUHHIXIOPUAHON MIeHKON, 2 win 4, win 6
O/MCTEpoB  BMECTe € JIMCTKOM-BKIAABIIEM B
KapTOHHOH nayke.

Mo 15 xancyn B GaucTep W3 a/UNOMHHHEBOI
§oJbru, NOKPLITONH TepMOYCTOHUMBOI cMoJIOl
1 TOTMBHHUJIXIOPHIHOH rileHkoii. 2 Gaucrepa
BMECTE € JIMCTKOM-BKIANBIIEM B KAPTOHHOM
nauke,

MapkHpoBka

Ha nepeuunoit ynaxoske (Gaucmepe) na pyeckom
A3bIKE  YKA3bIGAIOM. TOPrOBOE HAMMEHOBAHHE
JIEKapCTBEHHOIO  [PENapard,  JIeKapeTBeHHYIO
dopmy, JI03HPOBKY., IPYTIIHPOBOUHOE
HAMMEHOBAHHE,  HAMMEHOBAHWE W CTPaHYy
(upmbI-Iepxarens PEFHCTPALMOHHOTO
yaocrosepeHus, Homep cepun  (C.), nary
vereyenus cpoxa rogaocts (I.J10:).
Jlonyckaeres HaHeceHne BHYTPEHHHX
VHAKOBOUYHbIX KOJI0B MPOH3BOIKHTENSA
(umdypoBbIe, TCKCTOBBIE WK IpadyHyecKue).

Ha emopuunoit ynaxosxe (nawke kapmonHo) a
pyecckom A3pike  YKazwl8Alom: TOProBoe
HAUMEHOBAHWE  JIEKAPCTBEHHOrO  Mpenapara,
IPYITHPOBOYHOE HAUMEHOBAHHKE,
JIEKapCTBEHHY10 (JOPMY, JI03MPOBKY, COCTaB Ha
OJIHY Karcyjly ¢ YKa3saHMEeM HaHMMCHOBaHMi
JNEHCTBYIOIMX BEHIECTB H MX KOJIMYECTBA B MT,
«BcrmomorarenbHble  BELIECTBA: CM. JIHCTOK-
BRJI/IBIILY, KOJIHYECTBO Karcysl B YMNAKOBKES
uupamu 1 B BUe rpadUueckoro uiodpakenus,
HAUMEHOBAHHE M CTpaHa  (MHPMBbI-ACpKATENS
PErHCTPALIMOHHOIO  YIOCTOBEPEHHS,  JOTOTHIT
tbupMmeI-nepxarens PETHCTPALIHOHHOTO
YAOCTOBEPEHHA  (HAa  JIaTHHWLE),  JIOFOTHN
OpraHu3atuH, HNPUHUMAIOLIEH NPETEeH3HH
norpeburens (Ha naruuuie «CSC»), nokazaHus
K npuMeHeHHio («CHMITOMATHYECKOE JIeYeHHe
OCTEOAPTPUTA KOJICHHOIO CYCTasa MperaparoM
3aMennenHoro  aeicreuay,  «llokazan  k
IIPMMEHEHHIO Y BIPOCIIAIX.»), YC/IOBHA XPaHCHMUH,
YCHOBHS  OTHYCKA, HOMEP PErHCTPALMOHHOIO
YIAOCTOBEPEHUS, NPEAYNPEAHTENLHBIE HAIMHCH:
«Cnocod NpUMEHEHNs: CM. JIHCTOK-BKIAZIBILILY,
«Jlns npuema BHYTPb.», «1 Kancyia 8 I€HbY,
«XpaHuTh B HEJOCTYNHOM juisi jieTeil mecre!»,
«He npuMeHsTE 0 HCTEYCHUH YKA3AHHOTO CpOKa
rogHoctu.»,  Homep cepumn (Cepus:), nary
npoussoacTsa  (Msrotosn.:). natry HCTeHeHMs
cpoka roauoctn  (lomen  10:),  WTPHX-KOZ.
UIpudrom bpaitns HAHOCAT TOProBoe
HAHMEHOBAHHE JIEKAPCTBEHHOrO rmpenapara (Ha
narunuie «piaskledin#300»),

Ha YIAKOBKY JOMOIHHTENBHO MOryT
HAHOCHTLCA: TA00ANBHBIA HAEHTH(HKALHOHHBI

HOMEp TOProBoii eIHHHULIDI (GTIN:),
HHIMBHIYalbHBI CEpHIHBIH HOMEp TOProBoi
CIIHHHULLII (HUnn. HOMeED:). CPENCTRO

uwieHTH(pMKaMY,  0TOOpakacMoe B BHIE
JIBYMEDHOIO  IITPHXOBOTO  KOJA, BHYTpEHHHE
KOJIbI YTIAKOBOK (YKa3blBAIOTCA LU(ppaMH W/HIH
OyKBAMH  W/MIK  OTIACIBHBIMK  rpaduuecKkuMu
IEMEHTAMH).

Ha nepsuunoii  ynaxoexe (Gaucmepe) na

pycckom AIBIKE  VRASAHO! TOProBoe
HAHMEHOBAHME  JICKAPCTBCHHONO — mpenapara,
JeKapeTBeHHas (popma, NO3HPOBKAL
IPYIITHPOBOHHOE HAHMEHOBAHHE,

HAUMEHOBAHWE M CTpaHa (JUpMbI-IepiaTes
PETHCTPALMOHHOTO  YIOCTOBEPEHUS,  HOMED
cepun (C.), nary MCTEHUCHMA CPOKA TOJHOCTH
(r.J0:).

Hanecensl BHYTpeHHHE YIAKOBOYHBIE KOk
TPOH3BOIHTES,

Ha emopuunoi ynaxoexe (nauke kapmowHoii)
HA  PYCCKOM  A3BIKE  YRA3aHO!  TOProsoe
HAMMEHOBAHHMC JICKAPCTBEHHOTO  Mpenapara.
IPYHITHPOBOYHOE HAWMEHOBAHHE,
Jiekapersennan opma. JI03MpOBKa, COCTaR Ha
OJHY Kancyay € YKasaHueM HAUMEHOBAHW
JEHCTBYIOUIMX BELIECTB U MX KOJMYECTRA B MT,
«BenomorarenbHble  BEIIECTBA: CM. JIMCTOK-
BRKJAQIBIILY, KOJHYECTBO Kancyll B YNAakKOBKe
udpaMd M B Buae  rpaHuecKkoro
M300pAKEHUsl,  HAMMEHOBAHWE M CTpaHa
(GupMmbI-aepicaress PErHCTPALMOHHOTO
YAOCTOBEPEHHA, JIOTrOTHN  (PMPMBI-Zepikares
PErHCTPALIMOHHOTO YJOCTOBEPEHUS! (Ha
JIATHHHULIE), JNOroTHI OpraHu3alum,
NpHHAMAIOE nperensun nortpebutens (ua
Jarnnune «CSCy»), nokazaHus K npUMeHeHHIo
(«CuMrnroMariieckoe JeUeHHe 0cTeoapTpuTa
KOJICHHOI'O CYCTaBa MpenapaToM 3aMeieHHoro

aedcreusy, «llokasan Kk npumenenno v
B3POCALIX.»). YCIAOBMA XPaHEHHA, YCIOBHMS
OTHYCKA, HoMep PETHCTPALIMOHHOIO
YIOCTOBEPEHHUS, MpeynpeuTebHbIE

HaanucH: «Crnocod NMPUMEHEHHs: CM. JTHCTOK-
BKIAABINLY, «[lna  npuema BHYTph.», «l
Kancyna B JIeHb», «XpaHuTh B HEAOCTYITHOM
s gereid mecrely, «He npumensaTts no
HCTCYEHHH YKA3aHHOIO CPOKA [OJHOCTH.»,
Homep cepum (Cepms:), Jara NpPOM3BOACTBA
(M3roTora.:), nara MCTEHEHHMA CPOKA FOAHOCTH
(lonen no:). wrpux-kox. Llpudrom Bpaiina
HaHECeHo TOProBoe HAUMEHOBAHHE
JIEKapCTBEHHOTO mpenapara (Ha  JIaTHHMIE
«piaskledin#300»).

Ha ynakoBky JOMONHHTENLHO — HAHECEHBI:
rno0anbHbli  MACHTHHMKALMOHHBIR  HOMep
Toproeoi eauHuisl (GTIN:), HHAHBHLY ATLHBIIH
CepHHANBIH HOMep TOproBoi eauHuus! (M
FIDMEDZ)_ CPeCTRO u.nmrrurlmxauuu.
oTobOpaxaemoe B BHJIE ABYMEPHOTO
IITPHXOBOrO  KOIA,  BHYTPEHHHE  KO/bI
YHAKOBOK (yKaszaHbl LHU(paAMH M OTIACHbHBIMHE
rpafUueCKUMK ATEMEHTAMM),




Xpaunenue

[Tpu Temneparype or 15 go 25 °C (6aucrep B
nmayke).

[pn Temneparype o1 15 1o 25 °C (Gaucrep B
navke).

Cpok roanocrn

3 roja

3 rona

Anantutuueckoe pemenne: CooTBeTcTByeT

Crarye cepun: [punsita

Pemienue npunsro:
Banepu Bpion
OTBeTCTBEHHOE NHII0

Ioanucs
Hlramn

Hara: 06 asrycra 2026




