OAO" Akimoncepuoe Kypranckoe oGHICCTBO MEHIMHCKHX npeuaparos v uyjiehnii "Cunrrea”

B

' OAQ"CurTes"

Poccus, 640008,
KypraHckas obn.,r.Kypran,
npocnekt KoHcTutyuwn,a. 7

8-800-600-00-80

www ksintez.ru

Ten./ihakc:(3522)48-12-33 Ten.:

e-mail.contact@ksintez.ru
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Haszsanue npogykuum

(Toprosoe HaumeHoBaHue npoayKUUK, NekapcTeeHHan dopma,

AO03UPOBKa/KOHUEHTPaLMUsA)

MHH/ rpynnupoBsoutoe
HauMeHoBaHue

Ketoponak pactBop

ANA BHYTPUBEHHOIO M BHYTPUMbLILWIEYHOTo BBeAeHUs 30 mr/mn

Ketoponak

CrtpaHa-umnoprep: POCCUHA Crpana-akcnoprep: Poccuiickas ®enepalus
Homep cepuu Hara npouzsoacTea [aTta OKOHYaHWsI CPOKa roIHOCTH
420622 06.2022 r. 01.06.2025
YnakoBka Homep peructpaunontoro ynocrorepexus KonuyecTBo B cepumn

1 mn, amnyna TemHoro crekna (5), ynakoska
KOHTYpHas nnacTukosas (nopgaoH) (2), navka
KapTOHHas!

P N003584/01 or 26.12.2008

30 450 yn.

farta Boinycka:

26 wions 2022 r.

MHpopmaums o NPoOM3BOACTBEHHOM AESATENIbHOCTH:

Ne 00134-N1C ot 04 dhespans 2020 r

JlvueHaus Ha OCyLeCTBIIeHE NPOU3BOACTBA NEeKapCTBEHHbIX cpencrs

Ne ®C-99-02-007349 or 14 asrycra 2019 r.

Jnuenans Ha ocywecTsneHve thapMaUeBTUHECcKON ABATENLHOCTI (ONTOBAS TOPToBNS,
XpaHeHwe, Nepepo3ka NeKapCTBEHHbLIX CPEACTB NS MEAULIMHCKOTO NPUMEHeHUs )

Ne GMP-0061-000372/19 ot 19 anpensa 2019 r

3aknuenune o COOTBETCTBWW Npon3BoaguTens NEKapCTBEHHbIX CPEACTB ANS MEOWUWHCKOr
npumeHeHua TpebosaHuam Npasun Hagnexalen NPou3BOACTBEHHOM NPaKkTUKK,

Pe3ynkrarbl aHanuios

TpeGoBaHus K KauecTBy PesynkraThi
MNokazarens 5
no P N003584/01- 221209, nam. Ne 1,2,3,4,5,6 UCTNbLITAHUIA
o - MpospayHas »MAKoCTb XKENTOBATOro UBETa [Npo3spayHan MuWaKoOCTL
KENTOBATOrO LBerTa
B3XX. Bpems yaepxusaHus ocHOBHOMO nuka Ha
XPOMATOrpaMMENCHLITYEMOro pacTBopa, NOMy4YeHHoW nNpu
MoanuHHocTs KONMYECTBEHHOM ONpeJesneHni, QOMMKHO COOTBETCTBOBATL BPEMEHU MNoarsepxaaeTca
YAEPAKMBAHWA OCHOBHOTO NWKa Ha XpoMmaTtorpaMme pacTsopa
CTaHgapTHoro obpasya ketToponaka TpoMeTamuHa
MNpo3pavyHocTh MNpenapat formkeH BbiTe NPO3paYHbLIM [po3payunbii
LiseTHoCTb Onruyeckas nnoTHOCTL Npenapara fornxHa Bbimb He bonee 0,2 0.08
pH Or70p008,0 7.3

Buanmble yactuubl- BusyansHein metog. (Fd Pd, OdC.1.4.2.0005.18
«Buanmble MexaHnyeckue BKNIOYEHUS B NeKapcTBEHHbIX hopMax Ans
NapeHTEPanbHOro NPUMEHEHNA W MMa3HbIX NeKapCTBEHHbLIX (hopmMax»

Hesnavmble YacTulb! - CYETHO-hOTOMETPUYECKII meToa. B ogHoi

YnosnetsopsieT TpebosaHmnam

MexaHu4eckne BKoYeHs amnyne npenapara cpeHee 4ucno 4actuy pasamepom 10 Mkm 1 285
Bonee - He /10rkHO npesblwark 6000, a cpeaHee YMcno YacTul 47
pasmepom 25 mkm 1 Gonee He AOMKHO Npesbiwars 600. (M Pd,

O®C.1.4.2.0006.15 «HeBmanmbie MEXaHUHECKUE BKMHOYEHUS B
NEeKapCTBEHHbIX (hopmax Ans NapeHTepansHOro NPUMEHeHUA»

MnorHocTb Ot 0,85 no 1,15 r/cm3 1,008 r/cm3
1-rugpokcrananor ketoponaka- He bonee 0,3 % oTcyTCTBYET
Ketoananor ketoponaka- He Gonee 0,3 % oTCcyTCTBYET

flecTopotinvg NRIweck TioBas ppyras epuHrdHas npuvecs - He Gonee 0,5 % 0,09 %
Cymma npumeced - He Gonee 1,5 % 0,09 %

WMaenekaembiii 06bEM He menee HomuHansHoro 1,0 mn

(F'd Pd, O®C.1.4.2.0003.15)

bakTepvanbHble 3HA0TOKCUHBI

He Gonee 5,8 E3/Mr keToponaka TpomeraMmona

MeHee 1,0 EQ/mr

CtepnnbHOCTL

lNpenapar AomKkeH BbiTh CTepUnbHBIM

CrepunbHbIi

Copepxanue B 1 Mn pacteopa npenapara

31,6 mr
KonuyecTeeHnHoe onpegenedue KeToponaka Tpometamona ot 27 [0 33 mr 426 mr
HaTpus xnopuaa or 3,92 no 4,79 mr '
1 na T Kn 5), ynakoska KOHTYpHas NnacTMKoBas
Ynakoska WL AMBYRR THMMCID. GERRNR. (8), ¥ yphan CoorsetcTayeT

(nonaoH) (2), nauka KapToHHan




TpeGoBaHus K Ka4ecTBy Pesynbratbl

Mokasatent no P N003584/01- 221209, u3m. Ne 1,2,3,4,5,6 MCTIbITaHMA

1) MNepauyHan yrnakoBKa NeKkapcTBEHHOTO npenapara
Ha aTuKeTke aMnynbl yKa3biBatoT HaumeHoBaHue
npeanpUATUA-NPONIBOAUTENS, TOPrOBOE HaUMEHOBAHWE npenapara,
KOHUEHTpauuio, 0GLEM npenapata B MAIWNKTPax, HOMEP cepwn,
CPOK rO4HOCTH.
2) BropuuHas ynakoska

Ha nadyke yka3blBalT HAMMEHOBaHWE
NpeanpUATUA-NPOU3BOAUTENSA, €ro TOBAPHbLIA 3HaK C
npeaynpeauTenbHoRn mapkuposkoin®, « CUHTE3», anpec,
Tenechon/takc, aapec ANeKTPOHHOU NouTLI, agpec VNHTEpHEeT-cauTa
Mapkuposka NpeAnpuUaTAs- NPON3BOAUTENS, TOProBoE HaumeHoBaHwe npenapara, CooTBeTcTByeT
NekapcTBEHHYH (OPMY, KOHLEHTPaLWio, ofbem npenapara B
MUNNWIWTPAX B OAHOM amnyne, KoIWHeCTBO amnys, cocTan
(HavumeHoBaHWe W coaepXaHne AeRcTBYIOLEro BelliecTaa, nepe4yeHb
BCMOMOraTenbHbIX BELLECTB), YCNOBUA XDAHEHWA, YCIOBWA OTNYCKa,
«CTepunbHo», «HecteponaHbii NpOTMBOBOCNANUTENLHLIA Npenapar»,
«pUMEHNTL NO HAa3HAYEHWIO BpaYa», «XpaHuTb B MeCTax,
HEeZOCTYNHbIX ANRA AeTei», «He nenonb3oBaTh Nno UCTeHeHni cpoka
[OAHOCT», HOMEP PETNCTPALIMOHHOTO YAOCTOBEPEHWS, LUTPUXOBON
KOf, HOMEP Cepum, CPOK MOfIHOCTH, HAHECEHWE KOHTPONBHOMO
naeHTUbMKaLwoHHoro sHaka (KWU3)

XpaHeHwe: B 3awvLeHHoM OT CBeTa MEecTe Npu Temrneparype He Bbillie 25°C

Cpok rogHocTu: 3 roaa

3axntwvenne:  CooTseTcTBy! eBosaruam P N003584/01-221209 u uam Ne 1,2,3,4,56

DA “CuMuTEZY |
e,

HauansHuk OKK OmuTpuesa E.E. 26 wnions 2022 1.

3aKknoMeHMe O COOTBETCTBUM: v
HacToawMM 7 NOATEEPXAAI0, YTO NPUBEAEHHAA Bbllle MHOopPMaLs ABNAETCH [OCTOBEPHOW W TOHHOWN.
3r1a cepvs NPoAYKLMW Npou3seaeHa (Brnoyan yNaKoBKy(MapknpoBKy) W KOHTPONL KayecTea) Ha BbileyKkasaHHoW
NPOWABOAICTBEHHOW NNOWA/JAKEe B NONHOM COOTBETCTBUM C TpebosaHuaMu MNpasun Hapnexallei Npou3soACTBEHHON NPAKTUKKA
EBpa3niACKOro 3KOHOMUYECKOO COK3a W TPEDOBaHMAMW KOHTPONA Ka4ecTsa neKkapcTBeHHbIX CPEACTS, a Takke B COOTBETCTBUN CO
cneumdrKaLmMammn, COAEPKaLLMMICA B PEMMCTPaLMOHHOM AOCkE CTPaHbLI-MMIORTE pa.
P KYPAp
3anucy No NPOM3BO/CTBY, YNAKOBKE W aHanuay NpoBepeHbl, U yeTaHgs '-u.: b ﬁlibomj
F3 e 0
bq \\‘i\

YNonHoMo4eHHoe Nuuo: aE.E. 26 wions 2022 1.




Pa3pelweHue Ha BBOA,
B rpaxaaHckum obopot Ne 42

Flansetca obn3arensHbIM NPUNOXKEHUEM K
CepTMEVKaTY Ka4ecTsa roTOBOro NPoAYKTA

ﬂ_ Poccua, 640008,
.:’ Kyprauckas obn.,r.Kypra,
OAO "CuHTes" |npocnekT KoHcTutyLmn,a.7

Ten.: 8-800-600-00-80

www.ksintez.ru

Ten./dhakc:(3522)48-12-33

e-mail:contact@ksintez.ru

I Taspaiue npoiykitnn

('l'l)pl‘OI!OC HauMCHOBaIIUC

HPOJLYKILMH, IeKapCTRENas Ke'l‘oponalc pacreop
thopma,iosuposka/ JUIsE BHYTPHBEHHOTO H BHYTPUMbIIICYHOTo Beetenust 30 ymr/mu
KOHLCHTPALIHA )
RO 1 mn, amnyna TemHoro ctekna (5), ynakoBka KOHTYpHas nnactukosas (MoaaoH) (2), nayka
KapToHHas

Meuynapo,iHoe

HCHNATCHTOBAHNOC

P N003584/01

ot 26.12.2008 Pocenn. 640008 Kyprauckas o6s1..r. Kypramnpocnexr Koncruryimn. .7

nassanne (MHIH) KeToponak
(1pYIHIMPOBOMHOC WK
NI'IMMLICL'KOE]
111 Cepust/ rojxen j1o Jlara Beiycka KoJsmnucerso,emim.

P S84 = r s
R 7 vy 420622 / 1 mions 2025 r. 26 wions 2022 r. 30 450 yir, Ne 10

PY, jara PY Hanmenosanue n ajipec jiepmareas PY

OAO "CuHres"

Jlannas cepus NpoAYKIMK NPON3BE/ICHA B COOTBCTCTBAN ¢ TpeboBalngMu
ITpasii nuicKamceH npoH3BoACTBCHHON NIPAKTUKM U B COOTBETCTBUH
C PCIHCTPALMOHIBIM JIOChC

Y [t

L_I Her

3AIHCH TI0 TPOH3BOJICTBY. YIAKOBKS W aHAJIM3Y NPOBEPCHDI, H YCTANOBACHO
UX coorpereTrre TpeboBaiuanM [TpaBuil HALICKAIICH NPON3BOACTBCHHON
NpaKTHKH

Il'_lj la

[_Illt:r

Ceprudmiar kaueersa Ne 42 11a roTOBBIT NPOAYKT HPOBEPEH M B HAIMUHN

I\f_llla

Ul ler

Pazpemaio BBo/L JICKAPCTBEHNOI0 CPLACTBA B IPAKIAHCKHIT 0000
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Havansauk QKK Anm26 H}p

JImurpuesa E. L.

AOIMKHOCTb AORYME iR | peds

i ron
Ml
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nHuLMans!, hamunua




PAALHAR CAVXEA T10 HAA30PY

B COEPE 3APABOOXPAHEHWA

«CBefieHNA 0 BBOAE B rpaXAaHCKMIA odopoT B Poccuitckon depepauum
JIEKAPCTBEHHbBIX CPEACTB MO COCTOAHMIO Ha 22.09.2022 10:15»

IlaTa Baecenns B Ipoussoaurens Ceenenns o Opramsamn, Homep Homep, gara
Toprogoe BBINYCTHBINAA B
AHC (BBIMyCKaOmuii Crpana CTajguax HopmaTneaas goxymenTtauss CepPHH, paspeilieHHs
HaHMeHOBaHHe rpaxJaHcKui
Wo.uuhv»u__mhwovn KOHTPOJIb) NPOH3BOJICTBA oGopor NapTHH na HIII
OTkprITOR
OtkphiToe AKIHOHEpHOE P N003584/01-221209; Ham. OtkphiToe
AKIMOHEPHOE obmecrso Nel k P N0O03584/01-221209; AKIMOHEPHOe
Keroponak; pactsop s "
S o obmecTBo AKUMOHepHOE Hsm. Ne2 k P obmecTBo
5 z%xﬁhm::% "AKUMOHEpHOE Kyprauckoe N003584/01-221209; Ham. Ne3 "AKIHOHEpHOE
27.07.2022 Hy e o Kypranckoe obmectso | Poceus obmecTBo K P NO03584/01-221209; Ham. Kypranckoe 420622
BBeAeHHs 30 mr/ma 1
MeIMIMHCKHX Me AHIHHCKHX Ned x P NOO3584/01-221209: obmecTso
wr. (1 mu), ammyas (10),
NpenapaTos U M3eui npenaparos U Hism. Ne5 k P ME/IMITMHCKHX

NAYKH KapTOHHbIE/ ~

"Cunres” (OAO
"Cunres")

e "Cunres”
(OAO "Cunrea™),
Pocens

N003584/01-221209; Ham. Ne6
& P N003584/01-221209

Npenaparos 1
u3aenHi "Cunres”




