FocypapcTBeHHbIN peecTp
JieKapCTBEeHHbIX CpeAcTB

I'PJIC BMKII EBK

PerucrpanuonHoe ynocroBepeHue

Homep JIII-Ne(001707)-(PI'-RU)

HaunmenoBanne ACPIKATCIIA
WJIA BJIaJ€Jibla
PErUCTPAIMOHHOTIO
YAOCTOBCPCHUSL
JICKApCTBECHHOI'O IIpeTiapara

HanmenoBanue
OoHoBJIeHHE")

2

Poccus
Crpana

ToproBoe HaMEeHOBaHNE
JIEKapCTBEHHOT'O IIpernapara
MexayHapoaHoe
HENaTeHTOBaHHOE
WJIH TPYIIIUPOBOYHOE
WM XUMUYECKOE
HauMEHOBaHUE

3

JlexcnmanTeHoa PeneBan

JlekcmaHTEeHOJI

JlekapcTBenHas opma

5 DopMBI BBITYCKA
Ma3b AJIs HAPY>KHOTO IPUMEHECHHUS

6 CBeeHust 0 CTaIusIX Ne
Crapus npousBoAacTBa
NPOU3BOICTBA n/n
YakoBIIHK/(pacoOBIIHK
1 |(BTOpMYHas/TpeTHYHAS
YIIaKOBKa)

YnaxoBOwK/pacoBIuK (B
MIEPBUYHYIO YIIAKOBKY)

3 IIpoussomurens (roToBoii JID)

4 Beimyckaromuit KOHTPOJIb
KauecTBa

Jara perucrpamun 23.01.2023

POIT Cepsuc CripaBka

Paspemén BBoJ B rpaskiaHCKui

Jlosuposia Cpok rognocta

JlaTa okoHuaHMs
aeiicTBus

Jara
peuieHust

23.01.2028

5 et
o0oport 10

AQ "IlpousBoacTBeHHas (papmaneBTHYecKkas komnanus OoHoBaeHue' (AO "[IOK

YeaoBus xpanenus

23.01.2023

‘YnakoBku
3 roga [Ipu Temneparype He BblIe 25 rpaj.
e 100 r - TyOBI - MaYKK KapTOHHBIC - be3 penenTa
e 25T - TyOBI - Ma4YKK KapTOHHEIE - be3 perenta
50 mr/r e 30 r - OaHKM - MAYKW KapToHHbIE - be3 perenTa
¢ 30 r - TyOBI - Ta4YKK KapTOHHEIE - be3 penenra
e 50 r - OaHKM - MAYKU KapTOHHBIC - be3 penenrta
e 50 - TyOBI - Ma4YKK KapTOHHEIE - be3 penenra
npOM3BOAMTeﬂb Anpec npoussoaguTens

AO "TIpousBojacTBeHHas (hapMalieBTHICCKas KOMITaHUS
Oo6nosienne" (AO "TIOK Ob6HoBncHHE")

AOQ "TIpou3BojacTBeHHast papMalieBTHIECKasT KOMITaHUS
Oo6noenerne" (AO "TIOK ObHoBiEeHHE")

AO "TIpou3sBoacTBeHHas QapMalieBTHUECKask KOMITaHHUS
Oo6nosnerue" (AO "TIOK ObHoB1EHHE")

AxknuoHepHoe obmiectBo "[Ipon3BoacTBeHHas

¢dapmaneBTuaeckas komnanus O6uosnenue (AO "TIOK

HoBocubupckas 06:1., Cy3yHCKHI paioH,
pr. CysyH, yin. Komuccapa 3saTpkoBa, 1. 18a

Hosocubupckas o6., Cy3yHcKuit paiioH,
pn. CysyH, ya. Komuccapa 34tekoBa, 1. 18a
Hosocubupckas o61., Cy3yHckuit paiioH,
pr. Cy3yH, yi. Komuccapa 3sTbK0Ba, 1. 18a
HoBocubupckas 061., r. HoBocubupck, yi.
CraunuonHas, 1. 80

Bontn

CrpaHa

Poccus

Poccus

Poccus

Poccus
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O6noBIeHNE")
WucTpyknus o
7 NPUMEHEHHIO Toka3aTh HHCTPYKIUU
JIEKapCTBEHHOTO TIperapara
8 Hopmarushas Ne n/m Homep HJI Ton Ne uzm HauMeHoBanue
JIOKYMEHTaLUs 1 JITI-Ne(001707)-(PT-RU)-230123 2023 JexcianteHon Penesan
dapmako-TepaneBTMUYECKas rpynna

®dapmako-TepaneBTHIecKast . .
o TIpenaparsl st JISYSHHS PaH | 53B; IIPETapaThl, CIIOCOOCTBYIOIINE HOPMAIEHOMY PyOIIeBaHHIO; IPYTHE ITpenaparsl, CIIOCOOCTBYIONIIE HOPMAIEHOMY

Tpyrna pyOIIeBaHUIO
10 AHaTOMO-TepaneBTHYECKas Kom ATX ATX
XUMITICCKas DO03AXO03 JleKkcmaHTEHOII
KJIacCU(pHUKAIAS
Me:xkayHapoaHoe
BxoauT B nepeyeHnb
HENMAaTEHTOBAHHOC WJIN (I)apMalcon.
Cpoxk HapPK. CPeCTB, NCHX.
rpynnupoBoyHoe ujau | Topr. Haum. IIpousBoauTeb Anpec YeaoBus xpanenusi | crarss / Homep
TOAHOCTH BEIECTB U UX
XHMHYeCcKoe HJ
HaAaMMEHOBaHHUE TpeKypcopos
11 dapmarieBTHIECKAS D-TasTenon JICM Hytpuman  Drakemyre, Dglry, B cyxom mecte, pu TIC-000560-
cybcTanmus JlexcrianTeHom Ph IIpomakrc (FOK)  KA24 5]J, United 3roga ‘Temmeparype He 160922 ~
JInmuren Kingdom BBIIIIE 25 rpaj.
Carl-Bosch-Strasse [Tpu Temneparype He
38, 67056, BbIIIIE 25 rpal., B dC-000732-
JleKxcraHTEeHOI Hexcnantenon BAC® CE Ludwigshafen, 1 ron repueTmarol 231120
Germany YIaKOBKE
Hanuuue nexapctBenHoro mnpenapara B nepeune JXHBJIIT Her

Hanuuue B nexapcTBEHHOM IpernapaTe HApKOTUYECKUX CPEACTB, ICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB, MOUIEKALIUX KOHTPOIIO B

12 Ocobbie oTMeTKH Poccuiickoii @enepaiiuu B COOTBETCTBUY C 3aKOHOATENIbCTBOM Poccuniickoil denepannu, MexX1yHapoIHbIMH 1oroBopaMu Poccuiickoit
Oenepanun, B TOM yuciie EnuHoN KoHBeHLIMEH 0 HapKoTHUecKuX cpeacTBax 1961 rona u KonBenuueii o ncuxoTponHsix Bemiectsax 1971
roga
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