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AOIIBJIHUTEJHO CIIOPASYMEHHUE
KbM
JIOI"OBOP 3A BB3JIATAHE HA OBIIIECTBEHA IMTIOPBYKA
NoVII-30-13/14.10.2016r.

Huec, ............2017 ., B rp. Codus mexmy:

bonnnua “Jlosenen”, ¢ anmuAncTparusel aapec - rp. Codus - 1407, ya. “Kossx™ Ne 1, ten. 9607-
223, paxc 962-4771, ¢ EUK 831901901, IIJIC Ne BG 831901901, npeacrasnssana ot npod. a-p JioGomup
Criacos, .M. - upexTop, upe3 Jlecucasa [TenyeBa - yImBITHOMOIICHO HLe Che 3anosen Ha Jlupexkropa No
87/2016 r., u Becka Pymikora — I7I. c4eTOBOIUTE! ¥ HAPUYAHA 32 KPATKOCT BB3/I0sKHTEN, OT e/Ha cTpaHa

17§

sbynpapma” OO/, ¢ EMK 112064200 u cse cemanpuien agpec Ha yrpasienue: rp. Ilemepa -
4550, yn. ,,Jlofpancka enones” Ne 5, Ten. 0899 999454 u 0350 67662, e-mail: bulpharma@bulpharma.bg ,
npezcTaisiBaso or Hukona Muxaiinos Tukos — ynpasuten, HapugaHo 3a kpaTkoctT MsmbamuTes, oT apyra
cTpaHa,

Ha ocnopanue 4n.116, an.1, 1.1 or 301l 4 kaTo B3exa NpexBHAI:

> NpeaBHeHaTa BH3MOKHOCT 32 H3MeHEHHe H JONbJHEHHE Ha JOroBopa B Kiaysa 1.2., kiaysa
S.3. m knaysa 21.1 or Jorosop NeVII-30-13/14.10.2016r.

> Veegomurenno macmo BXx. Ne VII-30-130/13.09.2017r., ¢ xoero Msmbanurenst unadopmMupa
Bb3noxuTens 3a HEBHL3MOKHOCT 32 JOCTABKA HA JOroBopeHHs Jekapcrsen npoaykr Custodiol,
mopagu (akra, 4e NPOH3BOAMTENAT € MPEAOCTABHI HA JAPYT ThProBel H3KJIYHTEIHHTEe MPaBa 3a
npoaax0ba Ha eApo HA NMOCOYEeHHsl JeKapcTBeH mpoayk W mpesara Custodiol na 6bme 3amenen c
AOCTABKATA HA aHAJIOTHYEH MPOAYKT HA CHINATA [eHA, CTPAHHTE Ce CHOPA3yMSsIXa 32 CJIEHOTO:

1. Jlexapcreenuar npoaykr Custodiol 2000ml or Texuudeckara cnenuduKamys, KOWTo He
MOXKe Ja Obae jpocraBsH oT M3mbnHMTENA 1O NOCOYEHHWTE NPMYMHM B mpeaMmOlola Ha HACTOSLIOTO
CTIOpasyMeHHE, Jia Ce 3aMCHH C JJOCTaBKaTa Ha aHaJloruyeH npoaykr - Cepsarop 2000ml.

2. Bemaku octanam xnaysu ot Jlorosop NeVII-30-13/14.10.2016r. ocrasat 6e3 mpoMsHa.

HacrosmoTo [onbIHHTEIHO CIIoOpasyMeHHE CE ChCTaBU U IIOANHNCA B ABa E)IH006PEISHH €K3EMILIApa, 110
C€IHH 3a BCAKA OT CTPAHHTE W BIIM3a B CHJIAa OT ACHS HA IOAIMCBAHETO MY.

Ipuno:xenne - Yeenomuresso rmicmo BX. Ne VII-30-130/13.09.2017r. ot ,,Byndapma” OO/,
MPEACTABIIABAILO HEPA3/IETHA JacT OT HACTOAIIOTO CIIOpasyMeHHe.
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4550 Newepa, yn Hovpancka e
y Y., @ enonen” fu 5
ven.Jibake: 0350/ 6 76 61; 0350/ 6 76 62
) MoeS. ten. 6899 999 401
E-maii: bulpharma@bu!pharma.bg

P EVABAPMA" Oy, o
rp. IEMEPA Bonuuua “Jiozeren”

T 1407 Codus, yn. “Kosne” Nel,
KSX-N‘-’AI‘?E/ YL PR A0 EWK 831901901,
TIPSACTaBNABAHA OT Itpod. 1-p
Jhofomup Crracos, x.M

. Or

LI 407/ / S .Bympapua” OO0

/i3 /jﬂ/ SR 4550 [Tewepa,
v, Jolipancka enones™ MeS,
EHK 112064200,
MpeacTaBnasans
Huxona THroB

OTHOCHO: IOFOBOP 3A BbINATAHE HA OBIIECTBEHA ITOPDYKA OT
14.10.2016 2.

Bps spb3ka CBC CCue]eHa OF Hac No3MHmMs , cealngsama nmo Hapenba 10 o1
cKIOeHHs MeXEY Hac JloroBop 30 Boisarawe Ha oflnecTrena nopeuka oT 14, 10.2016 ., Bi
Vaenomasave,

[poassouuTens e :

Custodio) 2000 mi D DR OHEER CHEMIE, Gmbil

ROHRY peHa 1ena 390,00 ms e I,

@ . E CKCKJIVAIBIN HPABE HA APYE CHPIOBEIL BE ¢3po 34 bbialapust.
[1pH 31T RATIC O HIG ¢ TPAETE 01 SIS OTKRSAN0 3UKYILY RAHSTO My,

Ferrosa I PRI MG GHHLIOTIICTE JIPCHApay

Coeprarop TR “een 200000 S SpeAs Baby oo csiwera ena

[lo-pony npunaram cpasBHUTENHA Tabninua Ha jiBata
pasTBOPa./cpasHeHneTo € HanpaseHo 3a 1000 M.

Comg. 1000 ml of sol. Comp. 1000 ml of sol.
Contain: Conizin

' 15,0
sodium chioride 0,8765 g | 15,0 mmol | Sodium chioride 0,8766 g | mmmalfl
Potassium chioride 10.6710 g | 9,0 mmoi | Potassium chloride 0,6710g 19,0 mmol/l




O MO 0%

| Magnesium chioride-6 Magnesium chloride 6
H20 ___|0.8132g |40 mmol |H20 0,8132 g |4 mmol/i
i Histidine hydrochloride-
H20 3,7733 g | 18,0 mmol | Histidine Hcl, H20 3,7733 g | 18,0 mmol/
27,9289 | 180,0 27,9288
Histidine g mmol Histidine B 180,0 mmol/I
Tryptophan . 10,4085g |2,0 mmol | Tryptophan 0,4085 g |2,0 mmal/l
Mannitol 15,4651 g | 30,0 mmol | Mannnito} 54651 g |30,0 mmol/t
' 0,015
i Calcium chloride-2 H20 | 0,0022 g | mmol Calcium chloride-2 H20 |0,0022 g | 0,015 mmol/!
Potassium hydrogen 2- Potassium hydrogen.2- .
oxopentandionate 0,1842 g | 1,0 mmol | Ketoglytarate - -~ 10,1842 g | 1,0 mmol/i
Potassium hydroxide 2N
for pH adjusment q.s. anion Cl 50 mval
water far injection q.5. water for injection q.s.
Ph:7,02- pH7,02-
: 7,2at25 7,20 at
°C;7,40 - | Osmolarity 25°C;(Ph | Osmolarity:3
| Chemical-physical 7.45at |:310 7,4-7,45 {10
: properties 4°C mOsm/kg | Physical properties at4°C) |mOsmol/kg |

Mot ga uM yBefgoMuTe 3a BaeTo peleHye.,
Ha ocnopauue ua. 5.4 or cimovenus mexay Hac HHoroeop ueHara cneisa ga Obne
IPOMEHEHE, a IPOAYKTHT Ja Ob/le A0CTaBAH H PaKkTypHpaH Ha HOBATa LeHa.

OcraBaMe Ha pPa3noJIoNeHye 3a BsNpocy oT Bamma cTpana.

Hara:




