AQO «IKODAPMILIIOCS

142279, MOCKOBCKAS OBJIACTb, CEPITVXOBCKOR PAHOH,

PIL OBOIEHCK, 3AHUE 89, TEJL (495) 580-95-98

PASPEIIEHUE HA BBIITYCK CEPHH N 429

M=o, Ynonsomouenupy

CEPHIO» clenymomux JICKapPCTBEHHBIX npe

0T «12» oxTsabps 2021 1,

JHUOM
naparos;

Toprosoe nanmenosanme

Poxypouuii

MHH

Poxyponns 6pomun

Jlexapcreennas Popma

Pactsop nns BHYTPUBEHHOIO BBeNeHus

03HUPOBKa 10 Mr/mn

Dopma Brinycka Pactsop mns BHYTPHBEHHOIO BBemeHus, 10 Mr/mn (ammyna)
S M1 % 5 (mauka KapTOHHas)

Homep cepuu 450921
Obvem cepuu 6520 nayek

aTa NPOH3BOACTBA 19.09.2021 .
Tonen no X 2024
Ilpoussoncreenmnpre IOWAZAKY, yyacTsyowue g NpoLIECCe NPOM3BOACTEE JIEKAPCTBEHHOro
npenapara, ¢ ykasauuem CTAIMH TNpOM3BONCTBA, Ha3BaHmil y axruueckux anpecos
MEeCTOHAXOX e HUs
Iponssonurens (Bee crapuu Axuxoneproe obmecrso «xoPapmlniocy
TIpOU3BONICTRA) (AO «QxoPapmIlmocy), Poccus
Howmep H nara | JITI-005812
PEruCTpanHoHHONO or 25.09.2019 o

OCTOBEpeHus
Homep HOPMATHBHOIH JI1-005812-250919, 3w, Ne 1-2,
AOKYMEHTaLMK
Haunmenosanne i anpec | AkunoHepHoe o6mecTso «xoDapml Lmiocy
ACPKATEIIA perncTpalMoHHOro (AO «Qro®apmIIniocy), Poccus ' "
YROCTOBepeH s 142279, Mockoscxag o6n., Cepryxosckuii paiion, p.m.

L ; O6onenck, 3x1. 89, oduc 1. '

Ha OCHOBaHHK AHAJIN3A YKAZAHHBIX AOKYMEHTOB;

L. Ho,umepxmaio,

2 - 250919,
KoHOnarenscrBy Poccuiickoii Denepauun u

TpeGoBaHusMu PErHCTPalHOHHOIO focke.

2 Homepxmaxo, YTO
«IIpasunamu Hagmexa
3. Paspewaio BBIITYCK 113

e NPOM3BONCTBEHHO} np
HHOH CepHH B rpasknanckuit obopor,

Ynonuomouennoe nuyo ‘ﬁgﬁ‘*
i

npouecc NIPOU3BOACTBA OCYLUECTBlIEH B COOTBETCTBHH ¢
AKTHKHY,

Eropos J1.B.




AO «AKODAPMILIKOC»

142279, MOCKOBCKAS OBJIACTb, CEPITYXOBCKHH PANOH, P.I1. OBOJIEHCK, 3AHUE 89, TEJL (495) 580-95-98

HDACHOPT Ne 429 ot 12.10.2021 1.

Haumenosanue npenapara: Poxyponuii, pacTBop AJist BHyTpHBeHHOro Bseenus 10 mr/ma (amnyna) 5 ma
X 3 (nauxka KapToHHAas),

Cepusa: 450921
Hara npomssoncrsa: 19.09.2021 .
Kownrpons nposenen B coorsercrauu ¢ JIT-005812-250919, usm. Ne 1-2,

Konuuecrro: 6520 nayex
Tomen no: 10.2024 r.

BaIOT. TOPTOBOE HA3BAHHE rnpenapara, MexayHa-
POOHOC HENATCHTOBAHHOE HA3IBAHHE, TEKapCT-

Ne | Hanmenomauue Tpebosanus HopmaTusHoii P i
n/n | noxasarens AOKYMEHTALHH €3yAbLTAT HCNBITAHH
1 Omicanne [pospauHslit pacTBop ot GecuBeTHOrO 10 [Npozpaunniii pacTaop oT GECUBETHOrO A0
CBET/I0-KOPHYHEBOIO LIBETA. CBETJIO-KOPHYHEBOTO LBETA,
2 Hopmmrocrs | BIXKX. Bpemst 3a1ep:KuBansis OCHOBHONO [THKA Bpems yaepuBasusa OCHOBHOrO ITHKA Ha
Ha XPOMATOrPaMMe HCITLITYEMOrO pacTBopa XpOMATOrpaMme HCIBITYeMOro pacTsopa
AOIDKHO COOTBETCTBOBATE BPEMEHH YAECPKH- COOTBETCTBYCT BPEMEHH YACPKHBAHUSA OC~
BaHHsA OCHOBHOIO ITHKA HA XPOMATOrpaMMe HOBHOrO ITHKa Ha XPOMATOrpaMMe pacTeopa
pacTsopa cpaBHeHHs (a) B ucnmiTanuH «Konu- cpasHenus (a) B uemmtanny «Komuae-
HECTBCHHOE ONPEACNEHHEN. CTBEHHOC ONPEACIICHHER,
3 Ipospaunocts _|[Tpenapar xomxen BbITh MPO3paUHEIM, Tlpenapar npospayHsii,
4 LseTHoCTS TIpenapar no/pKeH BBIACPKHBATL CpaBHE- HHTeHCHBHOCTS OKPACKHM NpenapaTa He
HHE ¢ yrajnoHoM BY's wu Bs, MPEBBILIACT OKPAcKy 371anoHoB BYs u Bs.
5 pH O713,8 0042 3,93
¥ Hanogb " |He menee nommamssoro. CoorsetcTByeT
eM
7 Mexammeckue |BuanMble MEXaHUUECKHE BKIIOYCHHA Buaumerx MexaHHUIeCKIX BRITIOUEHHUH He
BIUIOUCHHMS | IOJDKHBI COOTBETCTBOBATH TPEBOBAHMAM, oBHapy*eHO,
Hesuaumeie qacTuus: HeBHauMbIe H4aCTHLEI: YACTHL PA3MEPOM
yacTHi pa3mepom Gonee 10 Mrm - ne Go- Gonee 10 mxMm -meree 6000/amryna;
aee 6000/amnyy; 4acTHI pasmepoM Bonee 25 MkM - MeHee
4acTHLl pasmepom Gonee 25 mxm - He Go- 600/amryna.
nee 600/ammyny.
8 Poncreenmnie | BOMKX. : _
TIPHMECH IMpumecs C - ue Gonee 3,0 %; [Mpumecs C - menee 3,0 %; Eaprvanas
JlioBoit apyroi eaunmtHO npuMecy - He Gonee  |mprMecs - Menee 0,2 %, Cymsa npuMcccH
0,2 %; - meree 3,5 %.
Cymma nipumeceii - ne 6onee 3,5 %.
9 Bakrepuanesure
sHporoxkcunsl  |He Gonee 41,6 E9/mu. Memnee 41,6 E9/mn
10 Crepunbrocts | IIpenapar 1o/mken 6uITh CTCPHITBHEIM, CrepHisHEIH,
11 | Kommecrsennoe |BOXX. Conepxanue poxyporus 6pomuza B |
onmpeaeneHHe | M npenapara ROIKHO 6urTs 0T 9,5 Mr 210 10,5 10,11 mr/ma.
MF.
12 Yrnakosxka B coorsercrum ¢ Tpebosanmsavu HJT: Ilo 5 ma B amMmynax HeHTpaaBHOrO CTEKNA.
ITo 5 M B amMITyNBI HEHTPAIBHOTO CTEKIIA. Io 5 ammyn ynakoBaHO B KOHTYPHYIO suei-
Io 5 ammyn ynakoBEIBAIOT B KOHTYPHYIO M4EHKO-  |KOBYIO ynaxosxy 3 [IBX rnenxu. 1 xon-
By10 yrakosky u3 [1BX rmenxu, TYpHAd A4CHKOBAA YNAaKOBKa BMECTE C MH-~
o 1 xoHTypHO# A4EHKOBOM YIIAKOBKE BMECTE € |CTPYKUMES! 110 NPHMEHEHHIO NIOMEIEHb! B
HHCTPYKLHEH N0 MPUMEHEHHIO TIOMEILAIOT B NAYKy H3 KapTOHA.
TIAYKY M3 KaPTOHA.
13 Mapxuposxa | Ha sTuxerxe ammyns! Ha pycckom s3sike ykasel- | Ha 3THKETKE aMITy/Ibl HA PYCCKOM A3bIKE

YKa3aHO: TOProBOE HA3BaHHe NPEerapara,

MEKIYHAPOIHOE HENATCHTOBAHHOE




BEHHYI0 (JOpMY, KOHUEHTPALMIO, 00BEM IpenapaTa B
M1, HA3BaHHE H JIOTOTHN (HHUPMBI - IPOUIBOLHTE-
JIs, HOMEp CEpHH, HAATY OKOHYAHHA CpOKa NOJHOCTH.
Ha xapromnoit nauke Ha pycckoM s3mKe yKaswsa-
IOT. TOPrOBOE HA3BAHHE IpEnapaTa, MeXAyHa-
POAHOE HEMATCHTOBAHHOC HA3BAHME, JIEKAPCTBEH-
HYKO (QOpMY, KOHLEHTpaLMIO, 00bEM npenapara B
MJI, KOIHIECTBO aMmITyll B YTIAKOBKeE, MPeaynpeau-
TenbHble Hagmuen: «CrepunbHon,  «BHyTpHBEH-
HO», «XpaHWTs B HEZOCTYMHOM NS AETEH Me-
cren, «He npuMeRATH MO HCTEYEHHH CpOKA  roa-
HocTHY, «[IpuMeHaTs 1o Hashauenmio Bpauan,
YC/IOBHSL XDAaHEHMs, COCTaB JICKapCTBEHHOrO mpe-
napata Ha 1 M1, HAMMCHOBaHME (HPMEHI-
TTPOH3BOJHTENS, cé JIOrOTHII, aapec
Te/(aKe, HOMEP CepHM, ATy OKOWYAHMA CPO-
Ka TOJHOCTH, YCNIOBHA  OTNYCKA,  INTPHX-KOZ,
HOMEp PErHCTPALMOHHOrQ YAOCTOBEPEHHA.

Ha nauxy ponomurensro gonyckaerca nanecense
CPEACTB MACHTHQUKAUMH /171 MOHHTOPHHIA ABH-
KEHHS TEKAPCTBEHHLIX npenapatos (M) mero-
AOM NEYATH KX B BUAE CAMOKICALIErOCH CTHKEPA.
Homep cepuu u cpox roanocru gomyckaercs Hawo-
CHTB Ha NaYKy METOAOM THCHCHHS MIIH NEYATH, HIH
B BH/IC CAMOK/ICAIIEIOCA CTHKEPA.

Ha3BaHHeE, ICKApCTBEHHAA hopma, koH-
ueHTpaims, 06béM npenapara B M,
HA3BAHHE M JIOTOTHN (PHUPMEI [IPOHIBOIM-~
TENA, HOMEP CEPHH, AAaTa OKOHYAHHA CPO-
Ka rogHocTH, Ha kaproHHo# nauxe Ha
PYCCKOM A3BIKE YKa3aHO: TOProsoe
Ha3BAHNKE NIPENapaTa, MEKAYHAPOAHOS
HENAaTCHTOBAHHOE HA3BAHHE, JIEKAp-
CTBEHHAA (HOpPMa, KOHLCHTpaLHA, 00BeM
npenapara B MJ1, KOJHYECTBO aAMITYJI B
YTIAKOBKE, IIPEAYIIPEIUTCIBHBIE HAMTHCH,
«Crepunsro», «BryTtpuBenHon, «Xpa-
HHTDL B HEAOCTYTIHOM JJIs AETEH MECTeY,
«He NpHMEHATE MO HCTEYEHHM CPOKA
rogHocTH, ([ IpHMEHSTS 1O HASHAYCHHMIO
Bpa4ay, yCIOBHE XPaHEHHs, COCTAB Jie-
KapCTBEHHOro npenapata Ha 1 M,
HAHMEHOBAHME (PHPMBI ~IIPOU3BOAUTENH,
€€ aorotun, aapec, Ten/takc, Homep ce-
Py, faTa OKOHYAHUA CPOKA MOZHOCTH,
YCNIOBHE OTITYCKa, IITPHX-KOJ, HOMED pe-
THCTPALMOHHOTO YAOCTOBEpeHHs, Ha
NayKy JOTIOJIHHTENbHO HAHECEHO Cped-
CTBO MACHTH(HKALMH U1 MOHHTODHHTA
ABIDKEHHS JIEKAPCTBEHHAIX NPENAapaTos
(MJIJTIT) B BrAe CaMOKIEAINErOCH CTHKE-
pa. Homep cepnu M CpOK rogHOCTH Hawe-
CCH Ha NMAa4Ky B BH/JC CAMOKIEALIErOcH
CTHKEpa

14 Xpanenne  |B saumiieHsoM OT CBETa MecTe NPH TEMIIEpaType He Coorsercrayer
sbie § °C.
15 Cpok ;
yorspaiis 3 rona HoX 2024r.

3akmovenne: PokypOHHIL, PacTBOD LIS BHYTPHBEHHOTO BBENE
TOHHas) cepust 450921 coorsercrayer TpeSoarusim JIT1-00

Hauamsaux OKK

amryna) S Mn X 5 (nauka xap-




