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XXXXXXXXX-XXXX
X.X.X.XX. TPAHYJIbI JJIsI TOMEOIIATHYECKHUX JIEKAPCTBEHHBIX
ITPEITAPATOB

OITIPEAEJIEHUE

['panynbl s romMeomaTHYEeCKUX JIEKAPCTBEHHBIX MPEMapaToB MPEACTaBISIOT CO00it
TBEPAYIO JIEKAPCTBEHHYIO (opMy, TMOIy4aeMyr0 M3 C€axapo3bl, JAKTO3bl WIU JIPYTHX
MOAXOASIIMX BCIIOMOTATEIbHBIX BEIIECTB. ['paHysbl JJIi TOMEONAaTHYECKUX JIEKAPCTBEHHBIX
mpenapaToB 00dalaloT JOCTATOYHOW MEXaHMYECKOW IPOYHOCTHIO, YTOOBI BBIICPKUBATH
oOpaimenue 0e3 pa3pylieHUs WIM KPOIUIeHHS. ['paHyibl JUIsi TOMEONATHYECKUX IMpenaparoB
IpelHa3HaYeHbl 11 UMIPETHUPOBAHUS (MPOMUTKU) WM MOKPBITHS OJHUM WU HECKOJIBKUMU
TOMEOTIATHYECKUMHU JIEKAPCTBEHHBIMU TpenaparaMmu (0a3uCHBIMA KOMIIOHEHTaMH). [ 'paHyIbl
FOMEOIATUYECKUE MMIIPErHUPOBAHHbBIE JTOJIKHBI COOTBETCTBOBATh TpeOOBaHUSAM
XXXXX I'panyner 2omeonamuueckue umnpecHupoganuvie. ['paHylbl TOMEONATHYECKUE,
MOKPBIThIE  OOOJIOUKOM, JOJKHBI COOTBETCTBOBaTh TpeOoBaHusM XX XXX [panynsi
2omMeonamuyeckue, NOKpbimsie 00010UKO.

IMTPON3BO/JACTBO

[Ipy npow3BOACTBE, YMAKOBKE, XPAaHEHWH W TPAHCIOPTHUPOBKE TpaHyd JUis
TOMEOMATUYECKUX JICKAPCTBEHHBIX IPENapaToB HEOOXOAWMO INPHHUMATH COOTBETCTBYIOIIUE
Mepbl JUTst o0ecTieueH sl UX MUKpOOHoIornieckoro kauecrsa (2.3.1.2).

[Tpu nmpruMeHEeHNU CUCTEMBI KITacCH(PUKAIIMK UCTIONB3YIOT IaHHbIE, YKa3aHHbIC B TaOIHIIe
XXX XX.-1.

Tabmuna X.X.X.XX.-1 — Kraccuguxayus espanyn no macce u pazmepy

Howmep rpanyn Konmicrﬂ(;;?;wyn B Macca (1) Pai.;:ﬁy;n?;r;;p)
1 470-530 1,0 1000-1600
2 160-333 1,0 1400-2000
3 110-130 1,0 1800-2500
4 70-90 1,0 2000-2800
5 40-50 1,0 2500-3350
6 16-30 1,0 3150-4500
7 10 0,9-1,0 4000-5600
8 5 0,9-1,0 5600-6700
9 3 0,9-1,0 7100-8000

10 2 0,9-1,0 8000-9500

IIpumeuanue: mma HomepoB 7-10 macCcy oOmpenensroT IMyTeM B3BEIIMBAHMS YKA3aHHOTO
KOJIMYECTBA I'PaHyJI

CBOMCTBA

Onucanmne. benbie unu noutu Genbie chepsl (chepouib).
PacrBopuMocTh. OOBIYHO JIETKO PACTBOPUMEI B BOJIE.

WJIEHTUOUKALIS

Wnentudukanuio (MOUIMHHOCTb) BCIOMOTAaTENbHBIX BEIIECTB, HCIOJb3YEMBIX IS
IIPOU3BOJCTBA IPaHyJl Il TOMEONATUYECKUX JIEKAPCTBEHHBIX IIPENAparoB, IOATBEPXKAAIOT C
MCIIOJIb30BAaHUEM OJJHOTO MJIM HECKOJIBKUX MOAXOAAIIUX UCIIBITAHUM.

X.X.X.XX. [panHynbl Ana romeonaTUYeCcKMX 1eKapCcTBeHHbIX Npenapatos (oaobpeHa Ha ©K 81; 06_2025)



2/3
NCIIBITAHUA

Ecnu nposoosm ucneimanue na pasmep epauyn (2.1.10.9), ucneimanue Ha 00HOpOOHOCHIb
Maccul He npo8oosm, U HA0bopom.

OnHopoaHocTh Maccbl. [IpoBoAsST ucHbITaHUE C UCHOJAb30BaHWEeM 20 TpaHyn s
COCTaBIICHUS OJHOW €IWHUILL. B3BemuBaoT MHAUBHIYaTbHO 20 €IWHUI], B3SATHIX CIyYailHBIM
0o0pa3om, U onpeesnsaioT MHANBUAYAIbHbIE U CpeliHIo Maccy. He Gornee nByX MHIUBUYaTIbHBIX
Macc JOJDKHBI OTKJIOHATBCA OT cpenHeil macchl 6omee yem Ha 10 %, U HU OHA WHAMBUyaIbHAS
Macca He JJOJDKHA OTKJIOHATHCS OT cpeliHel macchl 6onee yem Ha 20 %.

Pa3zmep rpanya (2.1.10.9). He menee 90 % (m/u) rpaHysa COOTBETCTBYIOIIETO HOMEpa
JIOJDKHBI HAXOJUTHLCS B TMANla30HE 3HAYCHHH, YKa3aHHBIX B Tabnuie X. X. X. XX.-1.

OaHopoaHOCTh HMIOperHupoBaHusi (mpomutku). Hu OIHO W3 WHAMBHIYaTBHBIX
3HAYEHUI HE JOJKHO OTKIIOHSATbCS Oojee yeM Ha 10 % OTHOCHUTENBHO CpeAHEro 3HaueHUus
10 onpenenenuid.

Jlnst ompeenieHus: OJHOPOTHOCTH UMITPETHUPOBaHUs (MIPOMKUTKH) MCIOJIB3YIOT METO A
wiu Meron b. ITpoBoast 10 nHAMBUAYaNbHBIX OMPEIETCHUN.

METOI A — METHJIEHOBKIH CUHUH

Pacmeop memunenosozo cumneco ons umnpecnuposanusi (nponumxu). Hcnonwvsyrom
ceeacenpucomosiennviti pacmeop. PactBopsitor 1,000 r memunenosozco cumneco P B 50 mu
amanoaa (70 %, 06/06) P u noBoaat oovsem a0 1000,0 M1 TeM ke pacTBOPUTETIEM.

Hmnpeenuposanue (nponumka). VIMIPEerHupyroT (MPOMUTHIBAIOT) COOTBETCTBYIOIIECE
KOJIMYECTBO TpaHysd Al FOMEONAaTHYECKUX JIEKaPCTBEHHBIX IPENaparoB TaKUM KOJUYECTBOM
pacTBOpa METHMJICHOBOTO CHHEro JJIsi UMIPErHUPOBAaHUS (MPONMUTKH), YTOOBI JOCTHUYb
coaepkanus 10 MKII pacTBOpa METHIICHOBOTO CHHETO JUISi UMIIPErHUPOBAHUSI (IPOMUTKU) HA 1 T
rpaHy.

HUcnoeimyemoui  pacmeop.  PactBopsitor  5,00r  rpaHyn  MMIOpPErHUPOBAHHBIX
(mpormuTaHHBIX) B 600¢ P 1 10BOAAT 00beM 10 25,0 MJI TEM JKe PaCTBOPHTEIIEM.

Pacmeop cpasnenusa. JloBomst 1,0 Ma  pacTBopa METHJIEHOBOTO CHHErO  JUIsS
umnperaupoBanus (mponutku) a0 100,0 mn gooou P. K 5,0 M1 modyd4eHHOro pacTBOpa
npubasisior 5,00 r rpaHy 71 TOMEONAaTHYECKUX MIPEnapaToB, pacTBOPSIOT B gooe P U 10BOJST
00beM 110 25,0 MIT TeM Ke pacTBOPUTENEM.

W3mepstoT onTHYeckyr IIOTHOCTh (2.1.2.24) wucmbpITyeMOro pacTBopa M pacTBopa
CpaBHEHHMsI TP JUIMHE BOJHBI 665 HM. IIponeHT MMnperHupoBaHus (MPOMUTKU) TPaHyN JUIs
rOMEONaTHYECKUX MPEnapaToB PaCCUUTHIBAIOT IO popMyIIe:

Al - 500
X=— 1)
A2 'm
rac: Aj_ — OIITHUYECKas MJIOTHOCTH I/ICHBITyeMOFO paCTBOpa;
A2 — OIITHU4YECKasa IJIOTHOCTH paCTBOpa CpaBHeHHﬂ;
m — HaBECKa HpOHI/ITaHHLIX rpaHyH, HUCIIOJIB30OBAHHBIX IS HpI/IFOTOBHeHI/ISI

HCIIBITYEMOI'O pacTBOpPaA, B rpaMMax.

METO/] b — KOOENH

[Tockombky Ha pe3yiabTaThl HCIBITAHHA 0CO00€ BIIMSHHUE OKA3bIBAIOT IPOIICTYPHI
MPOMUTKUA M CYIIKHU TPaHyJ, MapaMeTpbl 3TUX MPOIEAYp ONPEACTSIOT M YKa3bIBAIOT BMECTE C
PE3yIbTATOM.

Pacmeop kogheuna Ons umnpecnuposanus (nponumku). TotoBst 15T1/1 pactBOp
kogeuna P B omanone (70 %, 06/06) P.
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Hunpeenuposanue (nponumka). VIMIpErHupyroT (IPONUTHIBAIOT) COOTBETCTBYIOLIEE
KOJIMYECTBO TpaHysd AJii FOMEONaTHYECKUX JIEKapCTBEHHBIX IPENapaTroB TaKUM KOJIWYECTBOM
pacTtBopa KoenHa Uil UMIPETHUPOBAHUS (TIPOMUTKH), YTOOBI AOCTHYL coaepkanus 10 mMxi
pacTtBopa KoderHa Juisi UMIIPErHUPOBaHusl (IPOMUTKU) Ha 1 T rpaHyIL.

IIpy  npuroToBIIEHMHM  MCHBITYEMOIO  pacTBOpa,  pacTBOpa  CPaBHEHHS U
KOMIIEHCAIIMOHHOTO pPacTBOpa, €CIU TpaHyjbl PacTBOPWINCH HE MOJHOCTHIO, 00pabaThIBarOT
JUCIIEPCUI0 YNbTpa3BykoM B TeueHue 30 MuH u oxjaxnaror 1o temmneparypsl 20 °C. Ilepen
U3MEpPEHUEM ONTUYECKON TIOTHOCTH HEHTPUDYTUPYIOT AUCTIEPCUI0 U (PUIBTPYIOT CYIIEPHATAHT
yepe3 MeMOpaHHbIH GUIBTP ¢ pazmepom mop 0,45 Mxm.

Ucnoimyemoii  pacmeop. K 5,00r rpaHynl HMIPErHUPOBAHHBIX (MPOMUTAHHBIX)
npubaBistorT 30 MIT 8o0st P. BeTpsaxuBaroT BpydHYIO, 3aTeM 00pabaThIBaIOT YJIBTPA3BYKOM JI0
MIOJTHOT'O PACTBOPEHMS TPaHyJI U JOBOIAT 00beM godoi P 1o 50,0 mut.

Pacmeop cpasnenus. JloBogsar 1,0 mn pactBopa kodenHa Aisi HUMIPETHUPOBAHUS
(mporutku) a0 100,0 ma 6ooou. K 5,0 M monydennoro pactBopa npubasisor 5,00 © rpanyn
Uit roMmeonaruueckux mpemnapatroB w30 M1 600u P. BCTpsAXWBaIOT BpyYHYIO, 3aTeM
00pabaThIBalOT yIbTPA3BYKOM JI0 MOJHOTO PACTBOPEHHMsS TpaHyid U JoBOJAT o0veM a0 50,0 mi
6o0oii P.

Komnencayuonnoui pacmeop. K 5,00 r rpanyn uisi roMeonarMuyecKux IpenapaTroB
npubasistor 30 MIT 60061 P, BCTPAXHUBAIOT BPYYHYI0, 00pabaThIBAIOT YIBTPA3BYKOM JI0 MOJIHOTO
pacTBOPEHHS TPaHyI U JOBOISAT 00beM pacTBopa goodoti P 1o 50,0 mi.

W3mepsitoT onTHdeckyr IIOTHOCTh (2.1.2.24) wucmbpITyeMOro pacTBopa M pacTBopa
CpPaBHEHMS TPU JUIMHE BOJHBI 273 HM MYTEM CPaBHEHHUSI C KOMIIEHCALIMOHHBIM PACTBOPOM.
[TpomeHT MPONUTKY TPaHyJI AJIsi TOMEONAaTUYECKUX MPEenapaToB PACCUUTHIBAIOT 1O (hopmyIIe:

A;-500
1
X=—"" )
A2 'm
rac: Al — OHOTHUYCCKas IJIIOTHOCTb UCIIBITYEMOI'O PAaCTBOPA;
A2 — ONTHUYCCKaA IMJIOTHOCTb paCTBOPAa CPABHCHU,
m — HaBCCKa IMPOMUTAHHBIX TPaAHYJ, HCIOJBb30BAHHBIX JIA MNPUTOTOBJICHUA

HCIIBITYEMOI'O paCcTBOpA, B rpaMMax.

MuxkpoOuooruyeckass YucToTa

O6miee konmuecTBO a’poOHBIX MukpoopranusmoB (OKAM). He Ooiee 102 KOE/r
(2.1.6.6).

OGmee kKommdecTBo aposxokei u mecenn (OKI). He 6omee 10 KOE/r (2.1.6.6).

OrcyrcrBue Staphylococcus aureus (2.1.6.7).

OtcyrcrBue Pseudomonas aeruginosa (2.1.6.7).

MAPKHMPOBKA
Ha sTukerke yka3bIBaroT:

— COCTaB TpaHy;
— IJIe MIPUMEHUMO, pa3Mep rpaHyIl.

X.X.X.XX. [panHynbl Ana romeonaTUYeCcKMX 1eKapCcTBeHHbIX Npenapatos (oaobpeHa Ha ©K 81; 06_2025)



