[TAQ  «Kpachapma » 04 - CTIT 3.6.023

ITACTIOPT Ne 35
POOHUBAKAHWH
pacTeop InA EHBeKIME 7,5 mr/ma 10 ma

Homep cepun___1 2611 1225 2 201

17.12.2025

KDJIH‘-IECTBD YTNaKOBOK B CCpHH

Hara npoussojcTea

Ananus seinoanes no HIL JIT — Ne(006330)-(PT-RU)-250724

Tlop. | HammeHosauwe TpeboRaHus ROPMATHBHOH Peaynerarst
HOM. | moxazateneft JOOKYMEHTRIMH AHANHION
1 2 3 4
1. | Omucanne [lpo3paunan GecliBeTHAA HKHUIKOCTE Hlpospannan becyoemuan
= HCHOROCHL
B2JKX. Bpems yAep#HRAHKA OCHORHOID MTHES HA XPOMATO-
rpaMMe HCMEITYEMOro pacTeopa () JODRHO COOTRETCTROBATE S
BpEMEeHH YIep/RUBAHFT OCHORHOTO MTHKA HA XPOMATOTPAMME
CTAHAAPTHOTO PACTROpA
2. | Mnesruduxanms
XapakTepHad PeaKMA Ha HATPHHA. OKpanIKBaAHHE AMCEH B Coomsemcmayem
JRENTEIH URET
XapakrepHad peakiug Ha xnopunel. Obpazosauue Gejioro Teo- Coomae o
- POKACTOrD OCAJKA i
3. | IlpospausocTs Ipenapar aomkes GeITE NpO3PavHEM Coomeememayem
4. | Upernocts [penapar posiken GEITE BecLBeTHLIM Coomaemcmayem
5. | pH Or 4,0 10 6,0 53
Budumete vacmuysi: B cOOTBCTCTBHA ¢ TpeboBAHMAMM Eoom
6 (MeToA BH3YANEHELH) ARSI e
© | Mexanuueckue Heegudumbte wacHiuysl: KONMHECTRO SacTuit pasmepod 10
BRIFOHEHAR MEM K Bonee He AomxHo npeseiwate 6000 & | drakone; xomd- c
HECTBO JRCTHI pasMepoM 25 Mem 1 Gonee He J0/mKHO npepkt- Gamsemcmayen
math 600 B 1 Gnakons,
[Tpimece A (Bynuearans) ue Sonee 0,2 % Omcymemayem
7. | Ilpumecu Enxuiynan HennedtHdiMponanas npuMect  He fonee 0,1 %o Omcymemayern
CymMMa NpUMecei ‘ He Gonee 0,5 % Omcymemayem
8 Z,G—EHJ\MH'HIIEHHHHH He bomee 0,01 % amqw"mym
9. DHaHTHOMEPHAS (R)-ponmueaxans - =e Gonee 2,0 % Omcymemeyem
HHCTOTA
10. | Vispnewaemsiii ofsem | He MeHee HOMUHATBHOTO Coomsemcnayent
BaxTepuancHnie
EE: He Gonee 0,25 E3 1a 1 mr ponueaxausHa DXIIO) Coomeememeyem
} IHACTOKCHHEL i P THAp iy’ i
12, | CrepunsHocTh TIpenapar foimxes GBITE CTEPHRIEHEM Cmepunen
O71 6,75 1o 8,25 Mr ponHeaxanHa rHIpoXIopHia B 1 s 739
13. | Komuecteennoe pacTeopa 7,5 mMr/mn !
olpeeneHHe He menee 90 % u ue Gomee 110 % oT HOMHHANBRHOTO KO-
3 01
TIMYECTEa pOMHBakakHa ruapoxnopuaa (CiyHyN0-HC1)
10 s po duiakoss! sMecTHMOCTRIO 10 M H3 feciBeTHOrO Mpo- 10 Mn BO NAKOHET BMECTH-
3PAYHOTO CTEKNA | THAPOAHTHMECKOTD KNacca, TEPMETHTHO YKy~ | moctsio 10 wi w3 GecugerHo-
NOpexHLIe NPOBXKAMK Pe3HHOBEIMIL, 00A@THE KOMIAYKAMHE KOM- | IO MPOIPAYHOTO CTEKITA
SHHHPOBANMBIME. | THAPONUTHYECKOTD KNaces,
Ha ¢nakoH HAKNEHBAIOT 3THKETKY. TEPMETHHO YKYNOpPEHHBLE
14, | Ymaxosra 5 (NaKOHOE B ROHTYpHOH Aucikosoil ynakoese (KAY) w3 nnen- | npodxami pesHHOBLIMHE, 05-
£ NOMUBHHIIXIOPHAHON K HHCTPYKIME 0 MENHIHHCKOMY ATHIE KOMMaTRaMH KoMGH-
NPHMEHEHHIO B MTATKE KAPTORHOM. HUPORAHHEIMH.
10 duaxoros (2 KAY tio 5 (akoHOB) ¥ HHCTPYKINA [0 M- Ha dnakon naxneeHa aTHKeT=
LMHCKOMY MPUMEHEHMIO B NA4KE KAPTORHOM. Ka.
5 qUIaKOHOB B KOHTYPHOIT

Ponusakani pacTeop JUs HibeRUHHA 7,5 Mr/mn

Cepust 126111225

10 mn

ctp. 1 M3 3



4

sueiikono#t ynakoske (KAY)
H3 IUTEHKH MONHBHIILIXIO-
PHAHOH H MHCTRYKUHA (10
METHIHHCKOMY NPUMEHCHHIO
B NAYKe KAPTOHHOM,
Coomugemcmigyci

15. | Mapxuposka

B cooTeeTcTRMH C pasmenom 1.3.2. Mojyns | perncTpalHOHHOrO 10CkS

HB]JB'[‘['HISR YORKOBKE

Imuxkemka grarona

TOProROE HAHMCHOBAEHKC NCKAD-

Ponuearami
CTREHHOTO HPEMapaTa
MEKJ[YHAPOIHOE HEMATEHTO-
BAHHOE HAHMEHORaHHE Ha ropivacaine
AHTTIHHACKOM A3BIKE
JexapcreexHas dhopuma PACTBOP JUTS MHBEKIH
JO3MPONKA 2 mr/vn; 5 Mr/wn, 7,5 mo/v, 10 mr/mn

KONMHHECTRO AeKapCTEEHHOrO

npenapara 8 ynakonke (obneM n | 10 pn
MULTHIHTPAX)

NpenyNpeIETENsHAN HANMHCE CTEPHITEHO
[IYTh BECIEHHA LA HHBEKIHA

HAMMeHOBaHHE JeDAKATENS PErH-

CTPRUHOHHOTO YIOCTORCPE-

HUA/TPOUIBOAMTEIR, 810 CTPaHA,

| Tosapusif 3Hax

ITAD «Kpachapman, Poccua

Hpac®apma

o 1950

HoMep cepHH ([OCNENHNE HeTRIPE UMdDEL B HOMEPE — MECALL H FOI MPOM3B0ACTEY IpeapaTa)

maTa Heredenus cpoka romuocty (Tones no MMLITIT)

Ponusakanu

ropivacaine

PAcCTBOp ANK HHBEKLHA

7.5 mr/mn

10 mn

CTEPHIHHD

T HHBEKIHHA

TTAQ «Kpachapman, Poccus

Kpacapma

1% iom HUMEFI
cepid (NOCHETHHEE HeTrpe
IH{QPEL B HOMEPE — MECHLL
roJI MPOMIBOACTEA [PEnapaTa)
[aTH MCTEUEeHHA CPOKE TONHO-
eti (Tomex po MMLITTT)

Coomeemcmeyem

Bropnmas yoaKosKa
Hauga dns 5, 10 dhnaronos
TOPrOBOE HAUMEHORANKE NIEKap- | o PomisakanH
OrIBAKAHH s iy
CTRCHHOTO Tipenapara ropivacane .
MeKIYHAPOOHOS HEMATCHTO- pam(}p LIS HHBERILHH
BAUHOE HAHMEHOBAHHE Ha ropivacaine 7,5 mr/mn

AHITHACKOM AILIKE

nexapereHnai popMa

PACTROp [ HHLEKLKE

JO3IHPOBKA

2 mrfwn; 5 mr/v, 7,5 Mr/w, 10 mr/mn

KOMHMECTBO JICKAPCTREHHOID

npetapata 8 yoakoske (obreM B | 10 ma
MMUTHITHIPaX)
xommectao drakodon 5/10 fnaxonos
MpeIyNpeIHTeNBHAR HAANKCE CTEPHIBHO
DYTE BRENCH LA HHBEHLHI
Cocras
Hedtemeyiowee gewgecmao

HHNOPMALMA 0 COCTARE NEKAD-
CTBEHHOIO [pElapara

POKBAKAHHA THAPOXNOPHIA MOHOTHIPAT

2,115 mr; 5,29 mr; 7,93 mr; 10,58 MT B nepecteTe Ha POIHBAKAH-
HA THApoXopH 2 Mr; 5 Mr; 7,5 Mr; 10 M

Benomozamensiule deuecmed

Hatpua xaiopun 8,6 mr, 8 mr; 7,5 Mr; 7,1 Mr

IM pacTBOp HATPHA THAPOKCHNAR HIH

1M xnoporoaopoHas kienoTa 1o pH 4,0-6,0

Boga g HTheKIME 10 1 mn

YCNOBHA XPAHEHHA

XPaHUTE IPH TEMIIEPATYPE HE BRIme 25 °C 8 opurHHATEHOH
yiagopke ([Ia%Ke) A8 3aUHTEL OT CBETA

eIy NpEIUTEbHELE HANMHCH

He 3aMOpaxusate

XpaHHTh B HeAOCTYNHOM JUIA neTelf MecTe

He npHEMeHATE M0 HCTEHEHHY CPOKA FOIHOCTH

[IpuneHnTs 10 HASHAMEHHIO Bpada

YCJIOBHA OTITYCKAa

OTITYCKAKOT N0 PELENTY

10 mn

CTEPHIBHO

AN HTBEKIHE

5 furakoHoR

CTEpUALHO

UL HHLEKTIHIE

CocTar

Heiicmayiowyee aeujecmao
PonueakarHa rUAPOXIOPHIA
MOHOIHADAT

7,93 Mr B NepECHETe HA POIH-
BAKAKHA THIpoOXTOpKA 7,5 Mr
Bcnauaaamm&ﬂue BBH{BGMBG'
Hartpna xnopun 7,5 Mr

1M pacTsop HATPHA FHIPOK-
cuma wnu | M xnoposonopen-
Has kucsoTa jgo pH 4,0-6,0
Bosa s HHECKIMI 00

1 mn

XpaHHTe OpH TEMIEPaTYPE He
spime 25 °C 3 opuruzansrof
ynaroBKe (MaduKe) KIS AMH-
Thl OT CBETA

e 3aMOPAKHEATE

XparuTE B HENOCTYITHOM JUTT
neTeit MecTe

He npHMeHATs MO HCTEHEHEH

PonsBaKany pacteop s HALeKIn 7,5 mr/un

Cepust 126111225

10 M

cTp. 2m3 3




1| 2

3

4

HAHMEHOBAHUE NEPIKATENT PErH-
CTPAUMOKHOTO YADCTOBEpE-
HUA/MPOHINOLITENS, ET0 OpH-
IHMeCcKHHE anpec, TOBAPHEIH IHAK

TTpoussonuTeND
TMAQC «Kpachapmar, Poccus

ﬁpacmapma

¢

P an

ﬂ,ﬂp){(ﬁ'l‘&]!k PErHCTPAUHOHHOIO YEDCTDBBPBHW

660042, Kpacuospckuit kpaif, r. Kpacuospek, yi. 60 ner Okras-

LITPIG-RON

GTIN (rnobansxsil nacHTHOHEEIMOHHELR HoMep)

HAHOCAT METONAMH [I29aTH Ha YHAKOBKE FIH HA3 MATEPHANEHOM HOCHTEAE (3THRETKE), HE HOMyCKa-
I0LIEM OTACNEHH MATEPHAILHOTO HOCHTENSA OF YIIAKORKH JIEKAPCTREHHOO Npenapata Ges nospe-

HOeHHM:
KOHTPONLIEIR HAeHTHOUEATHOHARH 3Hak (KH3);
HHIMBUTYANLHEL cepuitislii HoMep Topropoft emuHmHIEl (SN);

HomMep cepri (MOCE1HEE YETHPE LMHPHL B HOMEPE — MECALL 1 TO/ TPOM3BOCTRA Mperapara);

IATa HETeHeHuA cpoka romuoctit (Fogen go MMLITTT).

LotiycxaeTen HaHocHTE hapm-kon

Iirerorpammet dapmauesTiieckol KoMmanuu [TAO «KpacdapMan oboiuasaaT Buas YIAKOBOK
JeXAPCTREHHLIX JOPM, BEIICNCHA HCIOMEIYEMAN IEDBITTHAR YIAKOBKA [t [PEapaTa «uIakoH

CPOKA FOIHOCTH
TpuvenaTs no HasHAYEHIO
Bpaya

OTnyckaoT Mo peuenty
Hepxates pericTPALHOMIO-
ro yioctoseperus/
IpouzeonuTens

TAO «Kpacdapmay, Poccua
660042, Kpacrospernit kpaf,
r. Kpacuonpex, yn. 60 net

Okrabps, 202

Kpac®apma

IITPHX-KOK
GTIN (rmobanbEei HIeHTH-
HKraIMOHHET HOMep)
Haneceso METog0M TICaTH
H2 MATEDHANLHOM HOCHTERE
(aTHRETHE), HE TOMYCKAOmEM
OTACNCHUA MATEPHANBHOrO
HOCHTE[IA OT YITAKOBKH JIei@p-
CTEEHHOTO Mperapara Gez
1OBPEHRACHHIT
KONTPONEHEIR HAeHTHb K-
unorARf sHak (KH3);
HHAHBHTYANRHEIA cepuilusi
HOMEp TOProBOil eAMHHIE!
(8N);
HOMEp cepu (TIOCHELHHE He-
THIPE UMBPH B HOMEDE — Mé-
€Al U rojl NPOM3IR0ACTEA Npe-
napara);
JIaTA HCTEYEHHA CPOKA TOfHD-
et (Tonen o MMLITTT).
[TurTorpavMMe! dapmanesTy-
ueckol xoMnanuy [TAO
«Kpacapman obosnavart
BHIEL YIIAKOBOK NERAPCTREN-
HEIX OPM, BLIOENEHA UCHOMh-
3yeMas NepsHTHAA YOAKoEKa
UL (IPENapaTa «HIaKoEy
Coomeemcnigyem

16 Venosus xpanenus ITpu Temnepatype He psmie 25 'C & OpHMIHHANEHOH Yiiakoske (TaUKe) /Ui 3aLIMTE OT
- CECTA e —
17 | Cpox romsocTH (cpok | 3 o w’;\k‘ﬂ‘-’""f”&a‘“ Tomerpo | 12.2028
XpaseHus)
HaHikie nuéc: _E;A,ﬂmﬁff }A""""/FL —\

3arnwuenne: CooTBETCT)

Hawanemux OKK

«14» sueaps 2026 1.

Ponugakani pactnop Ui uesexiwii 7,5 Mr/uan
Cepua 126111225 10 mMn

(‘Pl" RU)-250724

ILEB. [edaror




TTAD «Kpactapman D-01-COIT-AT-60 300.74

PA3PEIIEHHME HA BEIITVCK :
JIEKAPCTBEHROTO CpeAcTEa B obpamernre e _F&

Hacrosmum nofTBepKaaeTes, 4To IeKapcTBeHHoe cpenctso: P ONHBAKAHH
PECTROD IS HHLEKITHA
Homep perserpanuonsoro yaoctosepenns JIII-Ne(006330)-(PT-RU) ot 25.07.2024

Jepxcatens (Bnazenei) perucTpasoREOro yocTosepenns: [1A0 «Kpacapman, Poccns,
Kpacrosipexuii xpa#, r. Kpacaospex, yn.60 ner Oxrafps, 37 2

CepuzNe 126111225 : Josuposka: 7,5 mr/vu

Gopma semycka: 10 MUT Bo duakosst sMecTEMoeTs® 10 ML
5 uiaxoHOB B xoHTYpHOE suelikoBof ymaxomke (KSIY) u mEcTpykums to MCITHIHHCKOMY

NPUMEHSHHIO B NAYKE KApTOHHOIL.
Jata npomzeoncTea: 17.12.2025
lozen no: 12.2028

Konmecrso ynaxosok; 2 201 mr.

Mpomssegeno _HAO «Kpac an, Poccus

B COOTRETCTEHH ¢ TPeGOBARMAMM JHICHSHE Ha Npok3soacTeo Ne JI012-00102-77/00010584
Tpefosanmavy HIT JITT— Ne(006330)-(PI-RUN-250724
H IefCTBYIOIEME IPABIIaME HaJTeKAaIeH NPOKIEOACTRERHON IPAKTHKH.

TTporssoprrens/PacoBmex (TepErYaa yiakoska) Y Iaxkosmec (mTOpEYHEAN
(torpebuTensckas) ynaxoska): ITAO «Kpacdapman, Poccas, Kpacrospeknit kpaif,
r. Kpacrosipek, yn.60 met Oxrabpn, 1. 2/53

Brmyckaromui XoRTpans kazectsa: [TAD «Kpachapmay, Poccus, Kpacsospcruit kpait,
r. Kpacrospex, yn. 60 ner Oxrabps, 3m. 2/13

Bhillyck NexapcTBEHHOTO CPENCTEA B ofpanene ﬁ-{é’;’ﬁérﬁrﬂf‘ﬂ
Ka3aTE «Pa3peliaoy HiM «3aTipemany)

Vnonzomosennoe mano 7. 07 2026 /’/"”57 — Babypuua TIL
(mara) (momHeE (b.J.0)

Tlpexas Mmaypasa Pocown of arTectanus YoommoMoYeRHoro mna Ne 280 01 31.05.2024 r.
(roMep, naTa)




