G MPOMOMED

UoxXumMuK

Homep ceprn 110626

Hanmenopamue
oKa3aTeneti

Hoamausoers,

IIpospaunocrs

UBetHoCTE

pH

Mexanwraecie BRJIFOYEH
Brumimvere YACTHIIE

Hesumumere JaCTHIEY

Keropoax, PACTBOD 1L BHY TpUBEHHOrO 1 BHYTPHMEIIIETHOrO BBenerns 30 mr/v,
1 ma, ammy (5), ymaxosxn STYEHKOBEIE KOHTYpHEIE (2), nauky KapPTOHHEe

Junensns ya Hpounseozereo Ne JI012-0010 i

Cepruduxar COOTBETCTEHS TpeGorammusy IIpagun HaJutesxanei IPOH3BOACTEEHNOH nmpakTiry EASC

Ne GMP/EAEU/RU/01244-2024 '

Perucrpanmonnoe YAaocroseperue: JIIT-00394] o 07.11.2016 r.

Hopmatusnag AoKymenrTarms: JIT-003 941-090621, H3M.Ne 1, m3m. No 2
MaTHE 2R 00621, Ml Ne 1,

Crpaunna 1 i3 4

MHH - Keropomax

Komuwecrno 26442 YIAKOROK Hara 09.06.2026

IPOH3BONCTEA

2-77/00010672 o 11.04.2024 r

Tpe6orauns x kadecTsy 1o HJJ |  Pesynprater uensrragug

- Ipospaunas, caerg —
KENTOI'0 IBETA WKHIKOCTE

pospaynas crermo — XKEJITOr'o IBeTa
KHIKOCTL

I'® P, 0®C.1.2.1.2.0005.15

Bpems  ynepscupanms OCHOBHOTO mnHKa Ha
XpOMatorpaMme  menprryemoro pacTBopa
AOmKHO COOTBETCTROBATS BpeMeny
YIepKUBaHHg OCHOBHOT'O THKa Ha |
XPOMATOrpaMMe CTaHaapTHOro 4CTBOpa
I'd P, O®C.1.2.1.0007.15
Ipenapar nomken Gy, [PO3payHEIM
I'd P, O®C.1.2.1.1.0003.15
Ornrwyeckas mnotrocers Tpenapara npu anume |
BOMHEL 430 v fomkua 65rrs me Gonee02 | (- 4 L

I'® P, O®C.1.2.1.0004.15

016,9 10 7,9

HO,HTBBp)KJIEH&

ITpozpagnp

Ipenapar nomken BREIIEDIKUBATE TpeGoamig Otcyrerryior
I'd P, OtDC,I.4.2.0005.18 ; {

I'® Pd, 00C.1.4.2.0006.15 ‘

Yucno Hactun pasmepom 10 munm g Gonee pe 77
ZIOJDKHO npeBkimars 6000 & ] AMIIyTIe, Tucio

HACTHI pasMepom 25 MrmM o Gonee He momxwo 3

Npereinars 600 5 1 ammy e

Poncreenmzie nopuMecH, %
Jrobas equnmamoi IIPHMeECH
Cymma npumeceis

I' PO, Q@C.I.E.I.Z.OOOS.]S
He 6onee 0,5

He Gonee 1,5
e A

HMaenexaemsrii 00BeM, M

Baxrepuancppie
SHNOTOKCHHEL ED/Mr

I'd P, O®C.1.4.2.0003.15
He menee nomunamsuoro
I'® PO, 0dC 1 2.4.0006,15
He Gonee 5,8

I'® PO, ODC.1.2.4.0003.15
Ipenapar nomxen Grrr, CTEPHIIEHBIM

- Creprisabi
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BuoxumuK
Konugecrsennoe I'd PO, ODC.1 2.1.2.0005.15 30,55
OTIpeneIeHHE, MIYMII ‘01270 10 33,0
YaxkoBka ITo 1 mmu 2 wmn npenmapara B ammynsl | ITo 1 M  mpemapata B

HeHTpalLbHOr0 CEETO3AIMTHOrO CTEK/IA MapKy
CHC-1 HIH u3 CTeKIa IIEpPBOTO
THAPOMHTHYECKOTO Knacca mo 1850 9187-1.
AMITYJIB MCHONB3YIOTCH ¢ HACEUKON/HAAPE3oM
H TOYKOH HIIH KOJBIOM H37T0Ma,

Ha xexmyro aMIyny HakIeMBAIOT JTHKETKY U3
OyMmars STHKeTOYHOH, MM Imcuel, MM
CaMOKIIEANTYIOCA.

5 aMIyJ1 TTOMEINAloT B KOHTYPHYIO TIeHKOBYIO
YIAKOBKY H3 ILICHKH ITOTMBHHAIXIOPUIHOMN,

1 mmm 2 KOHTYpPHBEIE SYEHKOBBIE YIAKOBKH
BMECTE C MHCTPYKIHMed [0 MENMIHHCKOMY
HPHMEHEHHIO [TOMEIAIOT B I1A¥KY H3 KAPTOHA.

aMITylax M3 CTeKJa IepBOTO
THAPOIHTHYECKOTO KJIacca IIo
ISO 9187-1.

AMITYTBI € TOUKOM M37I0Ma.
Ha xask/1y1o ammymy HakIeeHa
HTHKETKA CAMOKJIeHIIasCs.

5 aMmyl B KOHTYPHOH

syelkoBoll  yhakoeke w3
IIEHKH
IOJIHBHHAJIXIOPHIHOMH.

2  KOHTYpHBLIE SYEHKOREIE
YIIAKOBKH BMeECTe ¢
HHCTPYKIHEH no

MEIMITHHCKOMY [PHMEHEHHIO
B I1a4YKe U3 KAPTOHA.

78 Tavex IOMEINCHE! B ANTHK
w3 rothpokaprosa.

Mapxuposxa

1.Ileppuunas ynakosxa.

Ha 3THKETKE aMIynel Ha PYCCKOM H3BIKE
YKa3BIBAKOT: TOPTOBOE Ha¥MEHOBAHUE
JIEKAPCTBEHHOI0 IPeNapara, JIeKapCTBEHHYIO
dopMy, KOHNEHTpAIMIO [perapata B MI/Mi,
obbeM mpenapara B MUIUIHIATPAX, HOMEp
CEpHH, JaTy MCTEYeHHs CpoKa TIOJHOCTH
(«110»), «Ilpoussenero AO « BUOXUMUK»».
Ha aTuKeTKe aMmMmysikl Ha AHTIIMHCKOM $3blKe
YKa3bLIBaIOT: TIOTOTHII JiepKaTens
PErHCTPALIHOHHOrO YIOCTOBEPEHHS,
«PROMOMED».

2. BropuaHas yrmakoRka,

Ha nayke Ha DYCCKOM #3EIKE YKA3BIBAIOT:
TOPrOBOE HaMMEHOBaHHE JIEKApCTBEHHOTO
nperapara, JIEKapCTBEHHYIO dopmy,
KOHIEHTPALMIO [Iperapata B Mr/mii, 06BeM
npenapaTa B MHJUIMIMTPAX, KOIHYECTBO
AMIIY]T B YIIAKOBKE, COCTAR Ha 1 Mil, YCHORHSA
XpaHEHHs, YCHIOBHS OTITyCKa, «XpaHUTL B
HENOCTYNHOM 1 jeredt mecren, «Crocod

NpAMEHEHUSA: CM. HHCTPYKIHIO», HOMEp
permcTpaluonHore  yaocrosepenus  («PV
No:r»), Homep cepun  («Cepmsw), maty

HerTeyeHus cpoxa roxmocti («lomen no»),
IITPHX-KOZ, IIEMEHTEI au3aiHa C
rpadugecknM  m3obpaxeHHMEM  epBHIHOM
ymaxoekn, «CrepuisHon, «BHyTpuBeHHOY,
«BuyrpuMenmeyno», «llpomsremeno  AO
«BHOXHMMHK»», KpPATKHH

aApec

1. ITepeugnas ynakoexa,

Ha aTHKeTKe aMmynsl Ha
DYCCKOM = #3BIKG  YKAa3aHEIL
TOProBoe HalMEHOBaHHUE
JIEKEPCTBEHHDFD nmpenapara,
JIEKApCTBEHHA dhopma,
KOHIEHTPAITUS TIpeTapara B
Mr/Mia, obmeM Inperapara B
MUILIAIATPAX, HOMEDP CEepuH,

naTy ~ WCTEYEHHMsS  CpokKa
TOJTHOCTH («J103%),
«IIpomsBeieH0 AO
« BMOXVIMHMIC»».

Ha b»THKETKE aMIyasl Ha
BHTTIHHCKOM A3EIKE YKA3aHEL
JOTOTHT JepIKaTeis
PErHCTPAITHOHHOTO
YIOCTOBEpEHHS,
«PROMOMED».

2. Bropuunas yrnakosxa,

Ha mauke Ha pycckoM f3bIKe

YKa3aHslL: TOPI'OBOE
HauMeHOBaHHE

JIEKapCTBEHHOTO IIpelrapara,
NeKAPCTBEHHAS thopma,

KOHIEHTPAIHsA TIperapara B
MI/Mn, o6Bem mpemapara B
MUUIMIIHTPAX, KOJIUHYECTRO
AMIIYN B YIAKORKE, COCTAR
Ha ] MJI, YCIIORHS XPAHEHH,
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IIPOH3BOOCTRA
PY-000 TPOMOMEJ PYC», xparxmit
anpec nepxkareng PETHCTPAHORHOTO
YIOCTOBEPEHHS (cTpana, ropox),
urhopMmaimo s MOHHTODHHTA JIBIKEHHY
JIEKAPCTREHHOTO npenapara oT

IPOH3BOJHTENT N0 KOHESHOI'O HOTPBﬁHTBﬂ.ﬂ' i

CPE/ICTBO MieRTuuKauun: xox Data matrix,
(01)  rnobamsuei HIOCHTHOHKAITHOHHERIH
HOMED TODPrOBOH e/MHHUIIED (GTIN), (21)
MHIHBH]YaNEHEIH CepRAHLIE HOMep TOPTOBOH
SIHHHNEL JlononHuTensHO Ha Na4yKy MoryT
OBITE HaHEeCCHE] TCXHONOIHIECKHE KOIEL

Ha nauke Ha amrimiickom s3mixe YKa3BIBaioT;

TOProBOE  HaWMEHOBaHWE
npenapara  «Ketorolacy,
Gopmy  «Solution for intravenous and
inframuscular  injectiony, KOHICHTPALHIO
nperrapara «30 mg/mly, xommgecTro aMIIyn B
OjmOM  ynmakoke «X  ampoulesy,
KOIHYeCTRO aMmysn B YHaKOBKe), obsem
npenapara 3 mumauTpax «Y mly (Y-o6nem
Iperapara B MHJUTHIATpAX),
UPCAYNPeNUTENEHLIE  HAONHCH: «Steriley,
«Intravenously», «Intramuscularly», JIOTOTHIL
ACPIATEILA PErUCTPAIHOHHON0 YIOCTOREPEHNs
«PROMOMED3.

Ha nauxe Homep cepun u AaTy HCTEeUCHHI CpoKa
TONHOCTH NONYCKAETCH HAHOCHTH Ha GOKOBOIR
CTOPOHE METOIOM THCHEHHS MIIH eYaTH,

TEKapCTBEHHOIO
JeKAPCTBEHHYIO

(cTpana, ropox), «Zlepxarerms

(X- |

YEIIOBHST OTITyCKa, «XpAHHTS
B HEHOOCTYIHOM INf nerei

MecTey, «Cnocob
IPUMEHEHHUS: CM,
HHCTPYKIHION, HOMEp
PErHCTPAlHOHHOTO

yhoctosepeHus («PY Nomy),
‘HoMep cepun  («Cepusy),
AaTy  HMCTEYEHHs  CpoKa
roguoctd  («Tomen  son),
IWITPHX-KOI, BIIEMEHTEL
musaiHa ¢ Tpaduueckum
H300paKeHHEeM IepRHYHOI
YHaKoBkH,  «Crepuso,
«BHyTpHBeHHOY,
«BryTpaMemmeanoy,
«IIpomaeenmeno AO
«BUOXUMMWK»», wparmii

ampec IPOH3BOACTRA
(cTpana, ropogm),

| «[lepxarens PY-000
ITPOMOME]] PYC»,

KpaTku#f asnpec nepsarend
PErucTpaloRHOro

YAOCTOBEpEHHS (cTpana,
ropop), wmubopmanmus s
" MOHHTOPHHTA IBUKEHIS

| ISKApCTBEHHON0 TIpenapara

OT  NPOH3ROMHTENS 10
KOHEYHOro mnorpebuTens —
CPEACTBO  H/ACHTH(OMKAITHA:

Kox Data matrix, (01)
rnobanLHE}
HICHTHbHKALMOHHE]
HOMEP TOProBoH eIHHHIILT
(GTIN), (21)
HHIHBHIY &/TEHEL

CepHHHEI! HOMep Toprogoit
emunuiE.  JononHuTensHO
‘Ha | mauxy HAHECEHE]
TEXHOJIOTHYECKHE KOMIEL,

Ha mauxe ma anrmmiickom
A3BIKE  YKa3aHBL TOProsoe
HAMMEHOBAHUE
IIEKAPCTBEHHOr0  mperapara
«Ketorolacy, nexapcrrennas
tdopma «Solution for
intravenous and intramuscular
injectiony, KOHIIEHTpAaLHs
npenapara  «30  mg/mi»,
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KOJIHYECTRO aMOyll B ONHoit
ynaxoeke «X ampoulesy, (X-
KOJIMYIECTBO AMITYIT B
yHOaxkorke), obseMm mpenapara
B MummamaTpax «Y mily (Y-

obreM IIpernapara B
MHILTHIIMTPAX),

. IPEYIPEIHTENHEIC

3 Ha/ITHACH: «Steriley,

«Intravenously,
«Intramuscularly», oroTan
IepxKarTeng
PErHCTPanMOHHOro
YIOCTOBEPEHHA
«PROMOMEDy.

Ha nayxe Homep cepuu i nara
UCTEHEHHS CpPOKA TONHOCTH
HAHECEHEL Ha bokopoit
CTOPOHE METOJIOM TIEYATH.

Xpanenue B sampmennom oT cBeTa MecTe 1pH TeMIeparype e eeime 25°C
Cpox rogHocTH @ k'3 rona . lomen o 05 2029
.r"f‘, P -_\"‘-._-.-4:‘?::""\

3

3axmouenne OKK. Cooteercrryer TpeGoBaniam HT‘LO@:}Q

-090621; FaNe 1 (ﬁshq@ 2

0901706

(nara)

Pyxoromurens QKK | Xasanckuit A.B.

Pemenue Vionsomouenroro Juna: ol
Hoxrsepxpaaio, 4To npwBeneHHas Bemue wHbOpPMALHA ﬂnnﬂé%t"'éa""noc:'ronepﬂoﬁ ¥ TOYHOH. D1a cepus
MpousseneHa (BKIOYAsd YIOAKOBKY (MapKHpoBKy) o KOHTPONE Ka4ecTRA) Ha BLILIEYKA3aHHOI
NPOM3BOJACTBEHHOR IIIOMAJIKE B IONHOM COOTBETCTRHH C tpeborannamu  Ilpasun  mapnemxameit
[POM3EO/CTECHHON NPaKTHKK ERpasuiickoro sKOHOMHYECKOTO coo3a 1 TpeOOBAHHAMHE KOHTPOISI KA4ecTRa
JICKAPCTBCHHUEIX CPEJACTB, & TAKKE B COOTBETCTBHH CO  CHEUHODHMKAIMSIMH, ColepxalumMucs B
PETHCTPALHOHHOM J0ChE. ‘

3anucy o POU3BOJICTEY, YIIAKOBKE U aHATH3Y IIPOBEPEHE], H YCTAHOBNEHO KX COOTRETCTRHE TpeboRaAHMAM
[Ipapun Hanmesxaniei TPOU3BOACTBEHHOMN ITPAKTHEH EBpasuitckoro sSKOHOMIYECKOTO COM034,

ViomHOMOYeHHOE TR0

’ 4D E ® HO Ha peanmMzaLMmo 75
VIO NHOMOHERHOE TULD Pazpelle %}JL |

10 KAYECTBY OKK YROAHOMOUEHHDE NULD 7 dﬁﬂf. ﬁwp!g,i'__
( AoHOETE) Belukosa H.I ) e




