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Bill

from ¢2.01. 2022
Tosapucrso 3 oOMe:keHo10 BianosigaasHicTIo "IOpin-Dapm"
Anpeca micld MpOBaKEHHS HisIbHOCTI:
Yxpaina, Yepkacska o011, M. Uepkacu, Byn. Ko63apceka, 108;
Yxpaina, Yepkacska 061, M. Uepkacu, Byn. Uurupumncska, 21/13;
Yxpaina, Yepkaceka o611., M. Uepkacu, By, Ynrupunceka, 21/11;
Yxpaina, Yepkacbka 00u1., M. Yepkacu, Bys1. Uexosa, 104.

Limited liability company «Yuria-Pharm»

Ma nufacturing site address:

e, Cherkasy region, Cherkasy, street Kobzarska, 108
pe, Cherkasy region Cherkasy, street Chyhyrynska, 21/13;
3 ‘ e, Cherkasy regwn Cherkasy, street Chyhyrynska, 21/11;
aine, Cherkasy region, Cherkasy, street Chekhova, 104,

CTPOKOM Jii 110

valid till 08.10.2023

Ha3spa jikapcbkoro 3aco6y

MixknaponaHa Peecrpauiiine
HenaTeHTOBAHA HA3Ba MoCcBigueHHS
Ne | Ha3zea ra jikapeska gopma Hasgsa Ta nikapcbka opma Airo4oli(1x) pe4oBHHH(HH), (ToproBa
3/m JikapcbKoro 3acody JlikapcbKoro 3acoby y ToMY uMei ix nepesik — Jinensis)
(YKpaTHCBKOK MOBOIO) (aHrnificb K010 MOBOIO) st 6araToKOMIMOHEHTHHX Ne
(komMOiHOBAHHX) (B ¥kpaiui)
(aHrificb KO MOBOIO)
Bupobuuumeo 3a nogum yurkiom
1 AMIHOJI®, AMINOLUM, Amino acids UA/5616/01/01
po3uuH and iHdysii no 100 Solution for infusions 100 ml,
M1, abo 1o 200 mi, aGo o 400 | or 200 ml, or 400 ml in glass
MIT Y IUTALILI CKIISHIIL mo | bottle; 1 bottle in a pack; 3 ml
IS B mavwi; mo 3 mia abo or Smlin vial; 1 or 5 vialsina
o 5 Mn y ¢makoni; o 1 aGo pack
10 5 (pIakoHiB B navui
2 AHAJIBI'TH, ANALGIN, Metamizole sodium UA/14166/01/01
po3uuH And iH exuiii 500 Solution for injection,
Mr/mi, mo 2 Mn B ammysti; no 5 | 500 mg/ml, 2 ml in an ampoule;
aMIyJ y KOHTYpHiH 5 ampoules in a blister, 2
YapyHKOBIH ynakosLi; mo 2 blisters in a pack
KOHTYpHI 4YapyHKOBI YITAKOBKH
B Mayi

Tonona Jlepaasnof ciny:k6n Ykpainu 3
JiKapcbKuX 3aco0iB Ta KOHTPOJTIO 32

HAPKOTHKAMH
Poman ICAEHKO

MiANKC BIANOBIAANLHOI 0COGH, nevaTka

A4 1 0112634 Tama/Date

KOHTPOJIIO 34 HADKOTHKAMH

Jepaxkasua ciayxb6a Yipaiuu 3 nikapebrux 3acg 613 Ta
Anpeca: npocniekt [Tepemorn, 120-A, M. Kuis- ’15 Vxpaina, 03115

Ten.: 38(044) 422-55-77
®akc: 38(044) 422-55-77

mailto: dls@dls.gov.ua

Head of the State Service of Ukraine on
Medicines and Drugs Control

‘Roman ISAIENKO

signature of the Executive officer (see left
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State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Peremohy avenue, Kyiv-1135, Ukraine, 03115
Phone: +38(044) 422-55-77
Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
official certificate
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HNEPEJIIK JIKAPCBKHUX 3ACOBIB, 3APEECTPOBAHUX ABO 3ATITAHOBAHHX 10
PEECTPAIIL B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honarox no Ceprudikata , Bif
Annex to Certificate 004 /2082 / (a M P from 72 07 2021
3 BIBJIOK, BIBLOCK, Esmolol hydrochloride UA/16313/01/01
PO3uuH [ in'exuiif, 10,0 Solution for injections,
Mr/mano 10 mn y gaakoni; mo | 10,0 mg/ml, 10 ml in vial; 5
5 ¢nakoHiB y KOHTYpHIit vials in blister; 1 blister in a
4apyHKOBiit ynakoBui; mo 1 pack of cardboard
KOHTYpHiit yapyHKOBiH
ynaxom;hi B navlli 3 KApTOHY
4 | BIBJIOK, BIBLOCK, Esmolol hydrochloride UA/16313/02/01
po3uuH s iHdysit, 10 mr/mn, | Solution for infusions, 10
no 50 mit abo 250 M y mg/ml, 50 ml or 250 ml in
KOHTeltHepi moniMepHoMYy, 1Mo polymeric container, |
1 xoHTeHHepy noniMepHoMy y | polymeric container in a
Baxyymgaal-[omy nakeri 3 vacuum foil package, | package
tonbruj no 1 nakery y nauui 3 | ina pack of cardboard
KapTOHY
5 BPAKCOH, BRAXON, Tobramycin UA/14026/01/01
posuuH st in'exuiid, 40 mr/mn | Solution for injections, 40
o 1 Majabo 2 mn B ammyni; mo | mg/ml | ml or 2 ml in ampoule,
5 aMmyl B KOHTYpHiit 5 ampoules in a blister, 2
4apYHKOBil ynakosi, ro 2 blisters in a pack of cardboard
KOHTyp}f[li YapYHKOBI YIaKOBKH
B MavLl 3 KAPTOHY
6 | '’EKOJE3®, GEKODEZ, Hydroxyethylstarch UA/3672/01/01
po3uuH g iHdy3iit 60 mr/mn | Solution for infusions, 60
1o 200 Mn a6o 250 mn, a6o 400 | mg/ml, 200 ml, 250 ml, 400 ml,
M, a60(500 Mn y nuistikax or 500 ml in bottles
7 | FEKOTOH®, GECOTON®, Hydroxyethylstarch 130/04, | UA/13224/01/01
po3uuH s iHdys3iit; no 200 Solution for infusions; 200 ml, | Xylitol, Sedium lactate,
M, 400|Mn y maAIkax 400 ml in glass bottles Sodium chloride, Potassium
CKIISTHUX chloride, Calcium chloride
| dihydrate, Magnesium
chloride
8 T'OPOCTEH®, HOROSTEN, Decamethoxine UA/2048/01/01
PO3UKH 1715 30BHILIHEOTO Solution for external use 0,25
3actocypaHHs 0,25 Mr/ma no mg/ml 30 ml in a bottle, 1
30 mn y|6anui; no 1 Ganui y bottle in a pack of cardboard;
nayni 3 kapToHy; o 100 Mo, 100 ml, 400 ml in bottles
400 M y 6ankax
9 | JEPKACT®, DERKAST, Theophylline,combinations | UA/15632/01/01
posuuH juna indysiif, no 100 mn | Solution for infusions, 100 ml, | excl. psycholeptics
ta 200 mn B nnsmxkax Nol 200 ml in bottles Nel
10 | AIABITEK I1Q 1,5%, DIAVITEC PD.1,5%, Sodium Chloride, Sodium UA/11876/01/01

PO3YHH [J15 NIEPHTOHEAIBHOT'O

Lactate, Calcium Chloride

I'onosa JdepsxaBHol cayxbu Ykpainu 3
JikapesKuX 3ac00iB Ta KOHTPOIO 32

HAPKOTHKAMH /

AR 0174644 lama/Date //

Poman ICAEHKO

nianuc BianosinanbHoi ocodu, nevaTtka

/

Jepxasua cny:llcﬁa YKpainm 3 nikapcbKuX 3a o_ﬁjB"Ta

KOHTPOJIIO 324 HADKOTHKAMM

Anpeca: npocne]x'r [Tepemornu,120-A, m. Kuis-115, Ykpaina, 03115

Ten.: 38(044) 422-55-77
Daxkc: 38(044) 422-55-77

mailto: dls@dls|gov.ua

Solution for peritoneal dialysis
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Head of the State Service of Ukraine on
Medicines and Drugs Control

Roman ISAIENKO

S/

M.IL

signature of the Executive officer (see left)

Phone: +38(044) 422-55-77
Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
official certificate

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Peremohy avenue, Kyiv-1135, Ukraine, 03115
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PEECTPAIIII B YKPAIHI
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Bifg

from 47 07 L1041

nianisy no 2000 mn abo no
2500 mn y koHTEHHEP]

2000 ml or 2500 ml in
polymeric container

Dihydrate, Magnesium
Chloride Hexahydrate,

noJliMepHOMY Glucose Monohydrate
11 | JIABITEK I1[ 2,5%, DIAVITEC PD 2,5%, Sodium Chloride, Sodium UA/11876/01/02
pO34KH JUTA TlepuToHeabHoro | Solution for peritoneal dialysis | Lactate, Calcium Chloride
aiantizy mo 2000 mn abo no 2000 ml or 2500 ml in Dihydrate, Magnesium
2500 mn y koHTeHHEp] polymeric container Chloride Hexahydrate,
T0JIIMEpHOMY Glucose Monohydrate
12 | ATABITEK ITJ 4 1,36%, DIAVITEC PD 4 1,36 % Sodium Chloride, Sodium UA/16599/01/01

PO3YHH JUIA EPUTOHEATBHOTO
Hianizy; mo 2000 M posunHy y
KOHTeliHepi moniMepHOMY,
o0nagHaHOMY iH'€KIiHHHM
TIOPTOM, 3 IHTErPOBaHHM 3a
IOTIOMOTOI0 IBOX MaricTpanei
Ta Y-3'€IHyBa4Ya MopoKHiM
ITACTUKOBHM MAKeTOM I
APEeHaXKY, BKIAJEHHX Y
MPO30pUH UIACTUKOBUH MAKET;
no 2000 My po3uMHy Y
KOHTEHHEp] moniMepHOMY,
obnagHaHOMY 1H'eKUiHHUM
MOPTOM, 3 IHTETPOBAHHM 34
IIOTIOMOT0I0 IBOX Marictpaseii
Ta Y-3'€HyBa4a MopoKHiM
T1ACTHKOBMM TMAKETOM NS
IPEHAXY, BKIAAEHUX Y
MIPO30PHIi MIACTUKOBHI MAKET;
no 4 abo 5 KOMIUIEKTIB y
KapToHHIH Kopodui; mo 2500
MJI pO3UMHY Y KOHTeiHepi
noniMepHoOMy, obnaiHaHOMY
iH'exUiliHUM TTOpPTOM, 3
iHTErpoBaHHM 3a JIOTIOMOT0L0
JIBOX MaricTpaiiefi Ta
Y-3'eqHyBavua MOPOKHIM
NNacTHKOBUM MaKeTOM JUls
JPEHaXY, BKIAJEHUX Y
nnacTUkoBMil naket; o 2500
MII pO3UHHY Y KOHTelHepi
noJjiiMmepHoMy, 00NaTHAHOMY
iH’eKUiiHUM MOPTOM, 3
iHTBFpOBBHE’IM 3a JOIMOMOT 0K
[BOX Maricrpaseii ta Y-

Solution for peritoneal dialysis;
2000 ml of solution in a
polymeric container equipped
with an injection port, with an
integrated plastic drainage bag
integrated in two lines and a Y-
connector, enclosed in a
transparent plastic bag; 2000 ml
of solution in a polymeric
container equipped with an
injection port, with integrated
two-bus and Y-connector an
empty plastic bag for drainage,
enclosed in a transparent plastic
bag; 4 or 5 sets in a cardboard
box; 2500 ml of solution in a
polymeric container equipped
with an injection port, with an
empty plastic drainage bag
integrated in two lines and a Y-
connector, enclosed in a
transparent plastic bag; 2500 ml
of solution in a polymeric
container equipped with an
injection port, with an empty
plastic drainage bag integrated
in two lines and a Y-connector,
enclosed in a transparent plastic
bag; 4 sets in a cardboard box;
5000 ml of solution in a
polymer container equipped
with an injection port, with an
integrated plastic drainage bag
integrated in two ynés anda Y-
connector, enclosed in a

Lactate, Calcium Chloride
Dihydrate, Magnesium
Chloride Hexahydrate
Glucose Monohydrate

Ionoea Jep:xaBHol eay:k0n Yrkpainu 3

.nilcapcmcux 3aco6iB Ta KOHTPOJIKO 32 ,
HApKOTHKaMH

Poman ICACHKO K

MIAMUC BiANOBIAANBHOT 0CO0H, NeHaTka

A4.104 1204 Lama/Date

. ; I,
Hepxasna cayxba Yipainu 3 sikapebgux 3ac
KOHTPOJIIO 33 HAPKOTHKAMH /
Anpeca: npocnext ITepemory, 120-A,

|

Ten.: 38(044) 422-55-77
Paxe: 38(044) 422-55-77

mailto: dls@dls.gov.ua

,-'I’(H'I'B-l 15, Yxpaina, 03115

Head of the State Service of Ukraine on
Medicines and Drugs Control

Roman ISAIENKO

signature of the Executive officer (see left)

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Peremohy avenue, Kyiv-1135, Ukraine, 03115

Phone: +38(044) 422-55-77

Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
official certificate
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Honatox no Ceprudikata
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o0u] 2022 GHP

Bin

from 74 07 2022

3’€IHyBayua NOPOXKHIM
IJIaCTHKOBUM MAKETOM [1JIsI
APEHAXKY, BKIAAECHUX Y
NPO30pHi MIACTHKOBHH NAKeT;
no 4 KOMMIEKTH Y KAPTOHHIH
kopo6iti; mo 5000 M po3uuHy
Y KoHTeiiHep] noJTiMepHOMY,
obnagHaHOMY iH’eKUiitHUM
MOPTOM, 3 iIHTErpOBaHUM 34
JIONOMOroK ABOX Marictpaieit
Ta Y-3’€AHyBaua MopoxHiM
M1aCTHKOBHM IMAKETOM [jIs1
JPEHAXY, BKIAJEHUX Y
MPO30pHit IaCTHKOBUIA NAKET;
no 5000 mn po3unny y
KOHTekHepi momiMepHoMY,
o0sagHaHOMY iH exUiliHUM
NOpTOM, 3 {HTErpOBaHKM 34
JI0NIOMOr00 ABOX Marictpaneit
Ta Y-3’eHyBaya mopoxHim
MIACTUKOBUM MAKETOM JJIs
JPEHAKY, BKIANEHHX Y
Npo30puil IIaCTHKOBHUIA Naker,
1o 2 KOMIIEKTH Y KApTOHHIi
KopoGiLi

transparent plastic bag; 5000 ml
of solution in a polymeric
container equipped with an
injection port, with integrated
with two mains and Y-
connector an empty plastic bag
for drainage, enclosed in a
transparent plastic bag; 2 sets in
a cardboard box

13

JIABITEK 111 4 2,27%,
PO3UHH /18 NePUTOHEATBHOTO
dianisy; 1o 2000 M1 po3uuHy y
KoHTeliHepi noniMepHOMY,
obnanHaHoMy iH’eKuilfiHIM
NOpTOM, 3 IHTErpOBaHUM 3a
JOMOMOroK ABOX Marictpajei
Ta Y-3'eJHyBa4a MopoxkKHiM
TMIaCTUKOBHM MAKETOM IS
JPEHAKY, BKIANSHHUX Y
MPO3OPUIA NIACTHKOBMH NAKeET;
no 2000 ma po3uuny y
KOHTeHHepi moniMepHoMY,
obnanHaHoMy iH’eKLiifHIM
MIOPTOM, 3 iHTErPOBAHUM 32
NOTIOMOTOI0 IBOX Marictpaeit
Ta Y-3’€IHyBaua nopoxHiM
NIACTHKOBUM MAKETOM JIjIs
JPEHAKY, BKIANEHHX Y

DIAVITEC PD 4 2,27 %
Solution for peritoneal dialysis;
2000 ml of solution in a
polymeric container equipped
with an injection port, with an
integrated plastic drainage bag
integrated in two lines and a Y-
connector, enclosed in a
transparent plastic bag; 2000 ml
of solution in a polymeric
container equipped with an
injection port, with an
integrated plastic drainage bag
integrated in two lines and a Y-
connector, enclosed in a
transparent plastic bag; 4 or 5
sets in a cardboard-box; 2500
ml of solution in a polymeric
container equipped with an

Sodium Chloride, Sodium
Lactate, Calcium Chloride
Dihydrate, Magnesium
Chloride Hexahydrate
Glucose Monohydrate

UA/16599/01/02

Tonosa lepakaBHoi cay:x6u Ykpainu 3
JiKapebKHX 32¢06iB TA KOHTPOJIIO 32

HAPKOTHKAMH

Poman ICAEHKO /’

NiANKC BiANOBinansHOT ocobu, meuatka

11011204 ama/Date L:

=/
& L

Head of the State Service of Ukraine on
Medicines and Drugs Control

Roman ISAIENKO

signature of the Executive officer (see left)

Hep:xkaBua cayx6a Yipaiuu 3 nikapébrnx 3acobie Ta
KOHTPOJII0 32 HAPKOTHKAMMU

Anpeca: npocnekt [Tepemoru,120-
Ten.: 38(044) 422-55-77
Daxc: 38(044) 422-55-77

mailto: dls@dls.gov.ua

, M. Kuis-115, Ykpaiua, 03115

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Peremohy avenue, Kyiv-1135, Ukraine, 03115
Phone: +38(044) 422-55-77

Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
official certificate
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PEECTPALII B YKPATHI

NEPEJIK JIKAPCBKHX 3ACOBIB, 3APEECTPOBAHUX ABO 3AIIVIAHOBAHHUX 10O
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004 2022/ 6P fom /2 07, 4022

Npo30pHii MNAaCTUKOBUI MaKeT;
1o 4 abo 5 KOMINEKTIB Yy
KapToHHi# kopobui; no 2500
MJI PO3UHHY Y KOHTEHHepi
MoiMepHOMY, 00JIaIHAHOMY
i’ eKkUifHUM TTOpPTOM, 3
iHTErpoBaHHM 3a LOMOMOIOH
JBOX Marictpaseii Ta Y-
3’€IHYBaYa MOPOMKHIM
MTACTHKOBHM MaKeTOM sl
IpeHaxy, BKIANeHHX Y
NpO30pHH MIACTHKOBHIA MAKET;
1o 2500 MJT po3uuHy Y
KOHTeHHepi noiiMepHOMY,
obnamHaHOMY iH’eKLilHAM
TIOPTOM, 3 iHTETPOBaHHM 32
LOTIOMOTrOI0 IBOX Marictpaneii
Ta Y-3’€HyBa4a MOpPoXHIM
NJIACTHKOBHM MaKeTOM J1A
APEHAXKY, BIJIAACHUX Y
NPO30pHH MIIACTHKOBMI MaKeT;
Mo 4 KOMIUJIEKTH Y KapTOHHIH
kopoOui; no 5000 Mi po3uuHy
y KOHTeliHepi nojiMepHomy,
obnanHaHOMY iH’eKIiTHEM
TIOPTOM, 3 {HTErpOBaHHM 3a
JOMOMOT0I0 IBOX Maricrpaneit
Ta Y-3'eHyBa4a MOpPOKHIM
TJIACTHKOBHM MTAKETOM JUIA
JpeHaxy, BKIaIeHUX Y
MPO30pPHif TIMACTHKOBHIT TTAKET;
o 5000 Mn po3unHy y
KOHTeHepi noiMepHOMY,
obnagHaHOMY iH’€KLiHHIM
TNOPTOM, 3 IHTETPOBAHHM 3a
JIOMOMOTO0 IBOX Marictpaneii
Ta Y-3’€nHYyBava MOPOKHIM
TNNACTHKOBMM MAaKeTOM IS
OpeHaxy, BKIIAJEHUX Y
Npo30pHil MIACTHKOBHIA MMAKET;
0 2 KOMIIIEKTH Yy KapTOHHIH
KopoOLi

injection port, with an empty
plastic drainage bag integrated
in two lines and a Y -connector,
enclosed in a transparent plastic
bag; 2500 ml of solution in a
polymeric container equipped
injection port, with an
integrated two-way and Y-
connector empty plastic
drainage bag enclosed in a
transparent plastic bag; 4 sets in
a cardboard box; 5000 ml of
solution in a polymeric
container equipped with an
injection port, with an
integrated plastic drainage bag
integrated in two lines and a Y-
connector, enclosed in a
transparent plastic bag; 5000 ml
of solution in a polymeric
container equipped with an
injection port, with an
integrated plastic drainage bag
integrated in two lines and a Y-
connector, enclosed in a
transparent plastic bag; 2 sets in
a cardboard box

14

JIABITEK ITJT 4 3,86%,

PO3YHH U1 NEPUTOHEAIEHOTO

DIAVITEC PD 4 3,86 %, Sodium Chloride, Sodium u
Solution for peritoneal dialysis; | Lactate, Calcium Chloride

>

/16599/01/03

Tonosa Jdepxasuol cayxbn Ykpaiuu 3
JiikapcbKHX 3aco0iB Ta KOHTpoaw 32/
HAPKOTHKAMH

Head of the State Service of Ukraine on

Medicines and Drugs Control
Roman ISAIENKO

Poman ICACHKO /

p:
MIANHE BIANOBLAANBHOT 0cO0H, neuaTka £ /—1{\
X
/e

AR 641202 Tama/Date

/
Hep:xaBua cayxba Yikpainu 3 niuapcxz’éx 3aco6iB Ta
KOHTPOJIIO 33 HAPKOTHKAMHM
Anpeca: npocnekt Ilepemorn,120-A, m. Knie-115, Ykpaina, 03115
Ten.: 38(044) 422-55-77
@axce: 38(044) 422-55-77

mailto: dls@dls.gov.ua

ML J signature of the Executive officer (see left

State Service of Ukraine on Medicines and Drugs

Address: 120-A, Peremohy avenue, Kyiv-1135, Ukrai
Phone: +38(044) 422-55-77

Fax: +38(044) 422-55-77

This English translation is for reference only and is 1
official certificate
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IEPEJIIK JIIKAPCBKHX 3ACOBIB, 3APEECTPOBAHUX ABO 3AIIJIAHOBAHUX J0

PEECTPAIII B YKPATHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE
Honarox no Ceprudixara , _ Bin
Annex to Certificate g/ 2022/ b MP from /2. 07. 2022
nianizy; o 2000 ma posumnsy y | 2000 ml of solution in a Dihydrate, Magnesium
KOHTeHHepi nosimMepHOMY, polymeric container equipped Chloride Hexahydrate

obnagHaHOMY iH’eKIiHHEM
[IOPTOM, 3 iHTErpPOBaHHUM 3a
JOTIOMOrOI0 IBOX Marictpaneii
Ta Y-3|eHyBaua MOPOMKHIM
MIACTHKOBUM NAKETOM [
ApeHaxky, BKIAJICHUX Y
TPO30PHit ITACTHKOBHIA NAKeT;
1o 2000 mMa1 po3uuny y
KOHTeHHepi noniMepHoMy,
obnagHaHoMY iH’eKLiiTHIM
TIOPTOM, 3 IHTErPOBAHUM 32
JIONOMOro10 ABOX Marictpanei
Ta Y-3'leHyBaua nopoxHim
NIACTHKOBUM TIAKETOM /11
npeﬂaly, BKJIaJICHUX Y
Mpo30pHil NNAaCTHKOBUIT TIAKET;
no 4 aGo 5 koMmnnexris y
KapToHHIit Kopobiii; mo 2500
MII PO3HHHY Y KOHTeiiHepi
noniMepHOMY, 06NaaHaHOMY
iH’eKUifHUM OpTOM, 3
IHTETPOBaHMM 3a 1OMOMOTOFO
JIBOX Marictpaseii ta Y-
3’€IHyBaua MOPOXKHIM
TUTACTHKOBUM MAKETOM ISt
IpeHaxy, BKNaJeHuX Y
NpO30pHii NNAaCTHKOBMIA Naker;
1o 2500 M1 po3uuHy y
KOHTeiiHepi noiMepHoMY,
obnapHaHoMy iH’ekuiitHuM
[OPTOM, 3 iIHTETPOBAHHM 3a
AOTIOMQIOO ABOX MaricTpanei
Ta Y-3’eHyBa4a OPOXKHIM
NNaCTHKOBUM MAKETOM TS
IPEHANY, BKIAAECHHX Y
Npo30puii IIACTUKOBHMIA MAKET,;
no 4 KOMIUIEKTH Y KapTOHHi
KkopoOui; mo 5000 Mn po3unHy
¥ KOHTeliHepi nomiMepHomy,
obnanHaHoMy iH’exuifinum
MOPTOM, 3 iHTErpoBaHHUM 3a
JIONIOMOroK0 ABOX Marictpasneii

with an injection port, with an Glucose Monohydrate
integrated plastic drainage bag
integrated in two lines and a Y-
connector, enclosed in a
transparent plastic bag; 2000 ml
of solution in a polymeric
container equipped with an
injection port, with an
integrated plastic drainage bag
integrated in two lines and a Y-
connector, enclosed in a
transparent plastic bag; 4 or 5
sets in a cardboard box; 2500
ml of solution in a polymeric
container equipped with an
injection port, with an empty
plastic drainage bag integrated
in two lines and a Y-connector,
enclosed in a transparent plastic
bag; 2500 ml of solution in a
polymeric container equipped
with an injection port, with an
empty plastic drainage bag
integrated in two lines and a Y-
connector, enclosed in a
transparent plastic bag; 4 sets in
a cardboard box; 5000 ml of
solution in a polymeric
container equipped with an
injection port, with an
integrated plastic drainage bag
integrated in two lines and a Y-
connector, enclosed in a
transparent plastic bag; 5000 ml
of solution in a polymeric
container equipped with an
injection port, with an empty
plastic drainage bag integrated
in two lines and a Y-connector,
enclosed in-a transparent plastic
bag; 2 sets-in a cardboard box

lonosa Hdepxasnoi cayx6u Yipainm 3
JikapebKux 32c06ie Ta KOHTPOIO 32
HApKOTHKAM :
Poman ICAEHKO i

niaAnuc BianosigansHoi ocobu, neuarka .;"'
A 1.011. 8088\ RamasDate

JepxasHa c.ny&cﬁa Ypainu 3 nikapesy
KOHTPOJII0 32 HAPKOTHKAMH

Head of the State Service of Ukraine on

2 # Medicines and Drugs Control
SN
B/ > Roman ISAIENKO
ML signature of the Executive officer (see left)

State Service of Ukraine on Medicines and Drugs Control

Anpeca: npocnekr [Tepemory,120-A, M_;’%HTB-I 15, Yxpaina, 03115 Address: 120-A, Peremohy avenue, Kyiv-115, Ukraine, 03115

Teu.: 38(044) 402-55-77 /«-,/
Daxc: 38(044) 422-55-77 4

mailto: dls@dls.gov.ua

Phone: +38(044) 422-55-77

Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
official certificate
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INEPEJIIK JIIKAPCBKHX 3ACOBIB, 3APECCTPOBAHUX ABO 3AILIAHOBAHHUX 1O

PEECTPAIIL B YKPAIHI

LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Hopatox no CeprucikaTa

Annex to Certificate a0y / 2028 / LMP from 74 07 ZOAZ

Bif

Ta Y-3’€JHyBa4a MOPOXKHIM
MUIACTHKOBUM ITAKETOM [JIA
JpeHaXy, BKIAJCHHX Y
MPO30PHI MIMaCTHKOBHI MaKeT;
no 5000 M po3uuHy y
KoHTelHepi nomiMepHOMY,
o0ylafHaHOMY iH’€KLiHHHUM
MOPTOM, 3 IHTETPOBAHHM 3a
JOMOMOTOI0 IBOX Marictpaneii
Ta Y-3’€HYBaya NopoIKHIM
MAaCTHKOBHM MaKeTOM 1A
JPEeHaXy, BKJIAJAEHHX Y
MpPO30PHH TNTACTUKOBHIA MAKET;
no 2 KOMIUIEKTH Y KapTOHHIMH
xopobui

15 | JIABITEK I1J 4,25%,
PO3UUH IS NEPUTOHEANIBHOTO

DIAVITEC PD 4,25%, Sodium Chloride, Sodium UA/11876/01/03

Solution for peritoneal dialysis | Lactate, Calcium Chloride

po3uun ans iH'exuii, 20 Mr/mMn
no 5 mn abo 10 M B ammyni;
Mo 5 amnyll y KOHTYpHiii

Solution for injections, 20
mg/ml 5 mlor 10 mlin an
ampoule; 5 ampoules in blister;

mianizy o 2000 M abo 1o 2000 ml or 2500 ml in Dihydrate, Magnesium
2500 mn y koHTeitHEPI polymeric container Chloride Hexahydrate
MOJIIMEPHOMY Glucose Monohydrate;
16 | EY®OUIIH, EUPHYLLIN, Theophylline UA/14278/01/01

cuport, 100 mMr/5 mu; o 100
ma, 200 mi, 500 My
¢pnakonax; mo 100 mm, 200 mn

Syrup, 100 mg/ 5 ml; 100 ml,
200 ml, 500 ml in vials; 100 ml,
200 ml in vials; 1 vial in a pack

4apyHKOBIl yrakosLi; no 2 2 blister in pack
KOHTYPHi 4apyHKOBi YITaKOBKH
y nmauni
17 | I30HIA3M], ISONIAZID, Isoniazid UA/4567/01/01

po3unH ans in'exuiii, 100
mr/mn o 10 mn abo 20 Mmn y
(haxoHax

Solution for injections, 100 mg
/ml; 10 ml, 20 ml in vials

y ¢naxoni; o 1 ¢uiakoHy B of cardboard
nayii 3 KapToHy
18 | IHBYTOJI®, INBUTOL, Ethambutol UA/4798/01/01

19 | IHBYTOJI®,

KOHLEHTpAT Ui PO3UHHY JUIs
iHgy3ii, 100 mr/mi o 10 My
(hakoHax CKIAHUX; 1o 20 Mn y
(pJlakoHAX CKITHUX

INBUTOL, Ethambutol UA/4798/02/01

Concentrate for solution for
infusions, 100 mg/ml 10 ml in
glass bottles; 20 ml in glass
bottles

Tonosa Jdep:xkaBHol cay:x0ou Ykpainu 3

PR S 4 Head of the State Service of Uknaine on
P P - Medicines and Drugs Control
HAPKOTHKAMH -
Poman ICAEHKO S Roman ISAIENKO
nianuc BiANOBiTANEHOT 0COGH, nevarka A= O T M A signature of the Executive officer (see left)
1911422 tama/Date A h
Jep:xasHa cayxba YKpaiuu 3 nikapeeknx 3ato@is Ta State Service of Ukraine on Medicines and Drugs|Control
KOHTPOJIK 33 HAPKOTHKAMH
Aunpeca: npocnekT [Tepemorn,120-A, M. Kuis-115, Ykpaiua, 03115 Address: 120-A, Peremohy avenue, Kyiv-115, Ukraine, 03115
Ten.: 38(044) 422-55-77 Phone: +38(044) 422-55-77
Qaxc: 38(044) 422-55-77 Fax: +38(044) 422-55-77
. This English translation is for reference only and is not part of the
mailto: dls@dls.gov.ua Rfioia) certificate
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IMEPEJIK JIIKAPCBKHX 3ACOBIB, 3APEECTPOBAHUX ABO 3AIIJIAHOBAHHUX 1O

PEECTPAIIIL B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honatok no Ceprudikara Bif1
Annex to Certificate Jol / “2,(;122/ e MBP from 44 &1 2022
20 | IHCAMICT, INGAMIST, Acetylcysteine UA/14062/01/01
PO3UMH A iH'ekuiii, 100 Solution for injections, 100 mg
MT/MIJI TIO 3 MJI B amImyi 3 /ml 3 ml in a vial of dark glass;
TEMHOTO CKJIa; 110 5 aMIyJ B 5 ampoules in blister; 2 blisters
KOHTYpHi#i HapyHKOBii in pack
YTIAKOBL; N0 2 KOHTYpHI
YAPYHKOBI YNAKOBKM B naulli
21 | IH®YJT'AH, INFULGAN, Paracetamol UA/11955/01/01
poszuut ang indy3iit 10 mr/mn; | Solution for infusions 10
no 20 my, 50 My abo 100 mi B mg/ml, 20 ml, 50 ml, 100 ml in
nnswi; no 1 muami B mavni 3 | a bottle, 1 bottle in a pack of
KapTOHY cardboard
22 | KAJIIKO XJIOPHUJ, POTASSIUM CHLORIDE, Potassium chloride UA/11206/01/01
KOHLIEHTPAT U1l PO3UMHY A Concentrate for solution for
indyziit, 75 mr/ma no 10 ma, infusions, 75 mg/ml 10 ml, 20
20 mn y dmakoHax ml in vials
23 | KAJBUIK IJIIOKOHAT, CALCIUM GLUCONATE, Calcium gluconate UA/14306/01/01
po3uuH mns iH'eknii, 100 Solution for injections, 100
MI/MII 10 5 M1 B amnyni, o 5 | mg/ml, 5 ml in ampoule, 5
aMIyJN Y KOHTYpHiiH ampoules in a blister, 2 blisters
4apyHKORBiH ynakosui; mo 2 in a pack; 10 ml in ampoule, 5
KOHTYPHI uapyHKOBi ynakosku | ampoules in a blister, 2 blisters
y na4ui; mo 10 M B amnymi, mo | in a pack
5 aMIyn y KOHTYpHii
4apyHKOBiit yriakosi; mo 2
KOHTYPHi 4apyHKOBI YNaKoBKH
y mauLi
24 | KAPHIBIT®, CARNIVIT, Levocarnitine UA/14174/01/01
po3uuH and id'exuii, 200 Solution for injections, 200
Mr/mn; mo 5 Mn y dnakoni; no | mg/ml 5 mlin a vial, 5 vials in
5 (mnakoHiB y KOHTYpHIi a blister; 1 blister in a pack
uapyHKOBiH ynakogi; mo 1
KOHTYpHIiif uapyHKoBiit
YNIAKOBLLi B mayLi
25 | KBAHAJEKC, KVANADEX, Dexmedetomidine UA/18634/01/01
KOHILIEHTpAT 15l PO3YUHY IS Concentrate for solution for
indysiit, 100 mxr/mi, no 2 mMa infusions, 100 pg/ml, 2 ml in
Y aMIIyJlax CKISTHHX, 110 5 glass ampoules; 5 ampoules in
aMITyJl B KOHTYPHiH a blister in a pack of cardboard
4apyHKOBiil ynakoBuy, y mauri
3 KApPTOHY

Tonosa Jiep:kaBHol enyskGu Ykpainu 3

JikapebKkux 3ac06iB Ta KOHTPOJIO 32

HAPKOTHKAMH
Poman ICAEHKO

nianuc BianosigansHoi ocobu, neyartka {

4101 12024 Hama/Date

Hepxapua cayxba Yrpaium 3 JliK'apcbpé

Ten.: 38(044) 422-55-77
Daxe: 38(044) 422-55-77

mailto: dls@dls.gov.ua

? }c’oﬁin Ta
KOHTPOJIIO 32 HADKOTHKAMH £
Anpeca: npocnekt TTepemorn,120-A, M,/ Kuis-115, Ykpaiua, 03115

Head of the State Service of Ukraine on
Medicines and Drugs Control

Roman ISAIENKO

signature of the Executive officer (see left)

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Peremohy avenue, Kyiv-115, Ukraine, 03115

Phone: +38(044) 422-55-77

Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
official certificate
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NEPEJIIK JIIKAPCBKHUX 3ACOBIB, 3APEECTPOBAHHUX ABO 3AIIJIAHOBAHUX IO

PEECTPAIIII B YKPATHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Jonarok no Ceprudikara Bil
Annex to Certificate ~ £04/2022/ 64 from 72 o7 2042
26 | KUCJIOTA AMINOCAPROIC ACID, Aminocaproic acid UA/2170/01/01
AMIHOKAIIPOHOBA, Solution for infusions, 50
po3unH s iHgy3ii, 50 mr/ma, | mg/ml 100 ml in bottles
no 100 ma1 y masmkax
27 | KCABPOH, XAVRON, Edaravone UA/16780/01/01
PO3UMH 11 iH ekwiit, 1,5 Solution for injections, 1,5
Mr/mi o 20 M1 B aMITynax mg/ml 20 ml in glass ampoules;
CKJISIHUX; TIO 2 aMIyJH Y 2 ampoules in a blister, 1 blister
KOHTYPHill uapyHKoBif in a pack of cardboard; 5
YNAKOBL, 10 1 yapyHKOBi ampoules in a blister, | blisters
YMaKOBIIi Y Mavlli 3 KapTOHY; in a pack of cardboard; 5
Mo 5 aMnyJ1 y KOHTYpHiii ampoules in a blister, 2 blisters
YapyHKoBii ynakosti, mo | in a pack of cardboard
YapyHKOBil yriakoBIi y madii 3
KapTOHY; MO 5 aMIyn y
KOHTYpHiii uapyHKoBiii
YNaKoBLi, 110 2 YapyHKOB]
YNAKOBKH Y TAYL 3 KApTOHY
28 | KCHUJIAT®, XYLAT, Electrolytes in combination UA/1070/01/01
po3uuH s iHdy3iit mo 200 M | Solution for infusions 200 ml or | with other drugs
abo 400 Mn1 y smKax 400 ml in bottles
29 | JAKTOKCHI®, LACTOXILUM, Electrolytes in combination | UA/11814/01/01
po3unH st ingysiit mo 200 ma | Solution for infusions 200 ml or | with other drugs
a60 mo 400 My y st mo 1 | 400 ml in bottle; 1 bottle in a
TSN B TTaYLi 3 KApTOHY pack of cardboard
30 | JAKTYBIT®, LACTUVIT®, Lactulose UA/12566/01/01
cupor, 3,335 r/5 mnno 100 v | Syrup 3.335 g/ 5 ml 100 ml or
abo 200 mn y (nakonax 200 ml in polymeric vials; 1
nosiMepHux; no 1 guakoHy B vial in a pack of cardboard*. *
nauui* 3 kapToHy (MOMKIHMBE (possible additional investment
[ONATKOBE BKJIalNaHHsA B nauky | in a pack of measuring device);
MipHoro mpuctporo); no 2 mi, | 2 ml, 5 mlin the single-dose
5 MIT y KOHTeliHepax containers; 10 containers in a
OIHOH030BHX; o 10 pack
KOHTelHepiB y mauui
31 | JIATPEH®, LATREN, Pentoxifylline UA/6388/01/01
po3unH st iHdysii, 0,5 Solution for infusions, 0,5
mr/mit; o 100 v abo o 200 mg/ml, 100 ml or 200 ml, or
M1, a6o o 400 ma y nasiiukax | 400 ml in bottles
32 | JE@JOUHH®, LEFLOCIN, Levofloxacin UA/8639/01/01
po3uuH s iHdys3il, 5 Mr/mi; Solution for infusions, 5 mg/ml
o 50 mn a6o no 100 ma, abo 50 ml, or 100 ml, or 150 ml, or

I'onosa HepacaBHol cay:xou Ykpaiuu 3

JikapebKHX 3aco0iB Ta KOHTPOIO 32

HAPKOTHKAMH
Poman ICA€EHKO

MNKC BiANOBiAaNBHOT 0c00H, nevaTka

’/Z 1012632 Hama/Date

Jep:xaBHa cay:xba Yikpainu 3 nikapcbkux

KOHTPOJIK 324 HADKOTHKAMH

Anpeca: npocrnekT [lepemoru,120-A, M. Kuie-1135, Ykpaina, 03115

Ten.: 38(044) 422-55-77
Darc: 38(044) 422-55-77

mailto: dls@dls.gov.ua

Head of the State Service of Ukraine on
Medicines and Drugs Control

Roman ISAIENKO

cobiB T2

signature of the Executive officer (see left)

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Peremohy avenue, Kyiv-1135, Ukraine, 03115

Phone: +38(044) 422-55-77

Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
official certificate
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HNEPEJIK JIKAPCbKHUX 3ACOBIB, 3APEECTPOBAHUX ABO 3AINIAHOBAHUX 1O
PEECTPALII B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honatox no Ceprudikata

Bif

Annex to Certificate wzf/za.;ez/ bMP from #2. 07 Zo2.42
o 150 mn, abo no 200 M y 200 ml in a bottle, 1 bottle in a
s no 1 masmni B mavii pack
33 | JIIHEJIA, LINELID®, Linezolid UA/12541/01/01
po3umH st iHdy3it 2 Mr/mi, Solution for infusions 2 mg/ml,
no 300 mn y KoHTeiiHepi 300 ml in polymeric container
TIOJTIMEPHOMY Y BaKyyMHii in vacuum polymeric pack; 1
nofiMepHiit ynaxoni; no | polymeric container in vacuum
noniMepHOMY KOHTeHHepY vy polymeric pack in a pack of
BaKyyMHill mosimepHiit cardboard
YNAKOBLI Y NauLli 3 KAPTOHY
34 | JOOUKCEM, LODIXEM, Ethylmethylhydroxypyridine | UA/16708/01/01
po3unH g in’ekuii 50 mr/m, | Solution for infusions 50 succinate
Mo 2 M no 5 amnyn B mg/ml, 2 ml 5 ampoules in a
KOHTYpHiif uapyHKoBiii blister, 2 blisters in a pack; 5 ml
yMakKoBLj, N0 2 KOHTYpHi 5 ampoules in a blister, 1 blister
YapyHKOBi YNakOBKM B Maylli; in a pack
no 5 mMn no 5 amnyn B
KOHTYpHiil HapyHKOBii
ynaxoBIi, 1o 1 KoHTypHiit
4apyHKOBIiit yakoBLi B mayui
35 | JJOHT'OKAIH® XEBI, LONGOCAIN® HEAVY, Bupivacaine hydrocloride UA/12901/01/01
Po3uMH AN iH'ekwiit, 5,0 Solution for injections, 5,0
Mr/mi, 1o 5 Ma y dnaxoni; mo | mg/ml, 5 ml in a vial; § vials in
5 dnakoHie y kapTouniii mauni | a pack of cardboard
36 | MATHIIO CYJIB®AT, MAGNESIUM SULFATE, Magnesium sulfate UA/14030/01/01
PO3YMH A/ iH'eKLii, 250 Solution for injections, 250
mr/mi, o 5 Mn a6o mo 10 mn B | mg/ml, 5 ml or 10 ml in
aMmyni; mo 5 aMmyn B ampoules; 5 ampoules in a
KOHTYpHiit uapyHKoBiit blister, 2 blisters in a pack
YNakoBLii; 110 2 KOHTYPHi
UApYHKOB{ YIIAKOBKH B MayLii
37 | MAKCIUMH®, MAXICIN, Moxifloxacin UA/18718/01/01
KOHLIEHTpAT A8 PO34MHY U1 Concentrate for solution for
indysaiit, 400 Mr/20 ma, mo 20 infusions, 400 mg/20ml, 20 ml
M1y dnakoni; no 1 duakony B | in vial; 1 vial in a pack of
MY 3 KAPTOHY cardboard
38 | MAHIT, MANNIT, Mannitol UA/8478/01/01
po3uuH Ang iHQys3iit 150 mr/mn | Solution for infusions 150
no 100 mn a6o 200 mu, a6o 400 | mg/ml; 100 ml or 200 ml, or
MJT Y TUIALIKAX 400 ml in bottles
39 | MEJBJIOHIN, MELDONIUM, Meldonium UA/14638/01/01
PO3uMH A iK' ek, 100 Solution for injections, 100
MI/MJI, 10 5 Ma B ammyii, no 5 | mg/ml, 5 ml inampoule, 5

Tonosa epxarnol cnyxoun Ykpaiunu 3

JlikapesKuX 3aco6iB Ta KOHTPOIIO 34
HAPKOTHKAMH
Poman ICAEHKO

niZnKe BiANoBifansHoi oco6H, neyarka

AL 19114034 lama/Date

Hepmasna caymxba Yrpainu 3 nikapebicux 3aco6is Ta
1/

KOHTPO/II0 32 HAPKOTHKAMU

Anpeca: npocrnext [lepemory,120-A, M. K
Ten.: 38(044) 422-55-77

Daxc: 38(044) 422-55-77

mailto: dls@dls.gov.ua

?llé-[ 15, Ykpaina, 03115
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Head of the State Service of Ukraine on
Medicines and Drugs Control

Roman ISAIENKO

//. : 3 '
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M.TT-

’/ 1/ ’

signature of the Executive officer (see left)

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Peremohy avenue, Kyiv-115, Ukraine, 03115
Phone: +38(044) 422-55-77

Fax: +38(044) 422-55-77
This English translation is for reference only and is not part of the
official certificate

Cropinka/Cropinox/10/15
Page/Pages




Homartox no Ceprudikara

MEPEJIK JIKAPCBKHX 3ACOBIB, 3APEECTPOBAHHX ABO 3AIINIAHOBAHHUX J1O

PEECTPAIIII B YKPATHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Bifg

Annex to Certificate 904 / 022/ oM P from 42 07 2R
aMIIyN y KOHTYpHii ampoules in a blister, 2 blisters
4apyHKOBii ynakosi, mo 2 in a pack
KOHTYpHI YapyHKOBI YITaKOBKH
B Mavui
40 | METPOHIIA3O0JI, METRONIDAZOLE, Metronidazole UA/4860/01/01
po3uuH ans iHdysii 5 Mr/mi, Solution for infusions 5 mg/ml,
o 100 M1 y musmkax 100 ml in bottles
41 | HAJIBY®IH, NALBUPHINE, Nalbuphine UA/14429/01/01
posuuH mns in'exuiif, 10 Mr/mi; | Solution for injections, 10
no 1 mi abo no 2 mn B amnyiti; | mg/ml; 1 mlor 2 mlin
0 5 aMITyJl B KOHTYpHiit ampoule; 5 ampoules in a
4apyHKOBi# ynakoeii; mo 1 blister; 1 or 2 blisters in a pack
abo 2 KOHTYpHI YapYHKOBI
YNaKOBKH B MauLli
42 [ HATPIKO XJIOPHUA, SODIUM CHLORIDE, Sodium chloride UA/8331/01/01
po3uuH s iH@y3ii, 9 Mr/mn solution for infusion, 9 mg / ml
no 100 mx a6o 200 mn aGo 400 | in 100 ml or 200 ml or 400 ml
MIT y TUIAIIKAX CKIIAHHX; TI0 in glass bottles; 100 ml or 200
100 M abo 200 ma a6o 250 mn | ml or 250 ml or 400 ml or 500
abo 400 mn abo 500 ma abo ml polymer containers (in the
1000 mu abo 3000 mn y form of a bottle); 1000 ml, or
KOHTelHepax nosjiMepHux (y 3000 ml in polymer containers
Burasni ¢uakona); no 1000 (in the form of a package)
M1, a6o 3000 Mt y
KOHTeHHepax moniMepHux (y
BUIJIsIALT TTAKETY)
43 | HATPIIO XJVIOPHU/, SODIUM CHLORIDE, Sodium chloride UA/8331/02/01
PO3UNH JuId iH'exuiil, 9 mMr/mn; Solution for injections, 9
no 5 mi ado 10 Ma B amnyJi; mg/ml, 5 ml or 10 ml in
M0 5 aMITyJl Y KOHTYpPHIH ampoule; 5 ampoules in a
4apyHKOBilf ynakosi, mo | blister; 1 or 2 blisters in a pack
a00 2 KOHTYpHI 4apyHKOB]
YNAKOBKH B ray i
44 | HATPIIO XJIOPHU], SODIUM CHLORIDE, Sodium chloride UA/16211/01/01
po3uuH 1nd indysiit, 50 mr/mn; | Solution for infusions, S0
1o 200 MIT y TIsSIIKax mg/ml; 200 ml in bottles
45 | HEBYTAMOJI®, NEBUTAMOL®, Salbutamol UA/12488/01/01
po34uH uis inranauid, 1 mr/mn | Solution for inhalations, 1
no 2 mi abo 2,5 Mmn B mg/ml 2 ml or 2,5 ml single-
KOHTeHHepax oHO030BHX; Mo | dose containers; 10 containers
10 KoHTeiiHepiB y nakeTi 3 in a pack from polymeric film;
noniMepHoi nniBky; no 1 a6o | or 4 packages in a pack of
no 4 makeTu y mayui 3 kaptony | cardboard

I'onoea JepxaBHofl cnyxkOn Ykpainu 3
JikapebKHX 3acofiB Ta KoHTpoao 32

HAPKOTHKAMH
Poman ICAEHKO

MiINKC BiANOBIAANEHOT 0COGH, Nnevarka

Jep:xaBHa cay:kba YKpaiHH 3 JTiKapebKi
KOHTPOJII0 38 HAPKOTHKAMH

Ten.: 38(044) 422-55-77
daxc: 38(044) 422-55-77

mailto: dls@dls.gov.ua
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Head of the State Service of Ukraine on
Medicines and Drugs Control

Roman ISAIENKO

/

signature of the Executive officer (see left)

3 M.IT.
?/:mc iB-Ta State Service of Ukraine on Medicines and Drugs Control

Anpeca: npocnekt [epemoru,120-A, m. Kuis-115, Ykpaina, 03115 Address: 120-A, Peremohy avenue, Kyiv-115, Ukraine, 03115
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IMEPEJIK JIIKAPCBbKHX 3ACOFBIB, 3APEECTPOBAHUX ABO 3ATIJIAHOBAHHUX 10

PEECTPAIIII B YKPATHI

LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honatox no Ceprudikata Bi
Annex to Certificate ﬂﬂ// 2022/ GMP from #2127 2022
46 | HEBY®JIO30H®, NEBUFLUSON®, Fluticasone UA/12542/01/01
cycneH3ia mns iramsuii, 1,0 Suspension for inhalations, 1,0
MI/MJL, 10 2 M1 y KOHTeiHepi mg/ml, 2 ml in single-dose
0JIHOA030BOMY; 1o 10 container; 10 containers in a
KOHTelHepiB y makeTi; no 1 package, 1 package in a pack of
NaKeTy B Iaylli 3 KapTOHY cardboard
47 | HEUPOUUTUH®, NEUROCYTIN, Electrolytes in combination | UA/14906/01/01
po3uuH ana iHdysiit mo 50 mn, | Solution for infusions 50 ml, with other drugs
100 mn, 200 mn y st mo 1| 100 ml, 200 ml in bottle; 1
TUIALIL B TTaYni bottle in a pack
48 | O3EJIAP, OZELAIR, Caffeine UA/17983/01/01
pozuMH ans indy3iii Ta Solution for infusions and oral
OpaJlbHOTO 3acToCcyBaHHd, 20 use, 20 mg/ml 1 ml in glass
MI/MI; 1o 1 M B amMmynax ampoules No.10: 5 ampoules in
ckaauux NelO: mo 5 ammyn y a blister, 2 blister in a pack of
KOHTYPHiil YapyHKOBi# cardboard
yNaKoBli, Mo 2 KOHTYpHI
YapyHKOBI YNAKOBKK Y Maulli 3
KapTOHY
49 | ODJIOKCAIIHH, OFLOXACIN, Ofloxacin UA/3040/01/01
po3uuH 1na iHdy3iit, 2 Mr/m, Solution for infusions, 2 mg/ml,
no 100 mn abo no 200 mn y 100 ml or 200 ml in bottles;
mnsikax, no 100 ma abo no 100 ml or 200 ml in bottle, 1
200 mn y mnawui; no 1 nusiui | bottle in a pack
y mayi
50 | HEHTOKCH®LIIH, PENTOXIFYLLINE, Pentoxifylline UA/16196/01/01
posuuH ana in'exuiit, 20 mr/ma | Solution for injections, 20
M0 5 MJI B aMIynax; no 5 mg/ml, 5§ ml in ampoules; 5
aMITyJ pO34YMHY B KOHTYpPHii ampoules of solution in blister;
4apyHKOBiit ymakoBui; mo 2 2 blister in a pack of cardboard
KOHTYPHI YapyHKOBI YaKOBKH
B Maylli 3 KAPTOHY
51 | PEOIIOJIITJIFOKIH, RHEOPOLYGLUCIN, Dextran UA/8337/01/01
po3uuH Ana indysii, mo 200 Solution for infusions 200 ml or
w1 abo o 400 M1 y masmkax 400 ml in bottles
52 | PEOCOPBIJIAKT®, RHEOSORBILACT, Electrolytes in combination | UA/2399/01/01
po3uuH s indysiit mo 200 mn | Solution for infusions 200 ml or | with other drugs
abo 400 mn y mnsikax 400 ml in glass bottles; 200 ml
cxnaHux; no 200 ma a6o 400 or 400 ml in glass bottle, 1
MJ Yy A CKIAHi; no 1 bottle in a pack
TSI B v

lonosa JepixaBuol cnymbu Y kpainu 3
JiKapeLKHX 3ac06iB T2 KOHTPOJIIO 32

HAPKOTHKAMH
Poman ICAEHKO

nianuc BiAnoBigansHot ocobu, neyatka

KOHTPOJIO0 32 HAPKOTHKAMH
Aanpeca: npocnext [Tepemoru, 120-A, m.
Ten.: 38(044) 422-55-77

Qakc: 38(044) 422-55-77
mailto: dls@dls.gov.ua

Head of the State Service of Ukraine on
Medicines and Drugs Control

Roman ISAIENKO

signature of the Executive officer (see left)

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Peremohy avenue, Kyiv-115, Ukraine, 03115
Phone: +38(044) 422-55.77

Fax: +38(044) 422-55-77
This English translation is for reference only and is not part of the
official certificate
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IEPEJIIK JITKAPCBKHUX 3ACOBIB, 3APE€ECTPOBAHUX ABO 3ATIIVIAHOBAHUX 1O

PEECTPALI B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honartok no CeprudikaTa Bi ‘
Annex to Certificate 004 2022 /Q}/‘f P from /7 07 204 L |
53 | PO3YHH PIHT'EPA, RINGER’S SOLUTION, Electrolytes UA/2400/01/01 |
posuuH 1 iHdysiii no 200 ma | Solution for infusions 200 ml or ‘
a6o o 400 Mn y nnauikax 400 ml in bottles
54 | PO3YUH PIHI'EP- LACTATED RINGER’S Electrolytes UA/0872/01/01
JIAKTATHHUH, SOLUTION,
po3uuH i indys3ii mo 200 mn | Solution for infusions 200 ml or
abo 400 M1 y musAmkax 400 ml in bottles
55 | CAHTEPA, SANGERA, Tranexamic acid UA/14282/01/01
pO34MH UTA iH ek, 100 Solution for injections, 100
mr/mMinno Smaabono 10mMnB | mg/ml 5 mlor 10 mlin
aMIIyJi; no 5 ammyan y ampoule; 5 ampoules in blister;
KOHTYPHiH 4apyHKOBii 1 blister in a pack
ynaxoBLi; no 1 KoHTypHiit
YapyHKOBiH ynakoBili B mauui
56 | COPBIVIAKT®, SORBILACT, Electrolytes in combination | UA/2401/01/01
posuun s indysiii mo 200 ma | Solution for infusions 200 ml or | with other drugs
abo no 400 mMn y nusgikax; mo 400 ml in bottles; 200 ml or
200 mm abo no 400 M y 400 ml in bottle, 1 bottle in a
msi; no 1 mmsmmi B mauni 3 | pack of cardboard
KapTOHY
57 | CYDEP®, SUFER®, Saccharated iron oxide UA/13269/01/01
PO3YUH 1Sl Solution for intravenous
BHYTPIlIHBOBEHHHX iH’ €KL, injections, 20 mg/ml, 5 ml in
20 mr/mn mo 5 MJ B ammyni; o | ampoule; 5 ampoules in a
5 aMIyn y KOHTYpHiii blister; 1 blister in a pack of
YapyHKOBil ynmakosui, mo 1 cardboard;
KOHTYpHI# uapyHKoBiif
YNAKOBL Y Mavlli 3 KAPTOHY
58 | TIBOPEJIb, TIVOR-L®, Comb drug UA/15067/01/01
po3uuH aas iHdy3ii no 100 mn | Solution for infusions 100 ml in
y msitni; o 1 s B navui | a bottle; 1 bottle in a pack
59 | TIBOPTIH®, TIVORTIN, Arginine hydrochloride UA/8954/01/01
po3uuH 1nd indysiit, 42 mr/mMn | Solution for infusions, 42
no 100 mn abo 200 mn y mg/ml 100 ml or 200 ml in a
st no | miAmni y navui bottle, 1 bottle in a pack
60 | TIBOPTIH® ACITAPTAT, TIVORTIN ASPARTATE, L-Arginine aspartate UA/9941/01/01
posuuH opaibHui, 200 mr/ma; | Oral solution, 200 mg/ml, 100
no 100 mym abo 200 ma y ml or 200 ml in a vial; 1 vial
(pnakoHi; no 1 guakony 3 with measuring spoon in a pack
MIPHOIO JIOJKKOIO B NayIli 3 of cardboard; 5 ml or 10 ml in
kaprony; no 5 mn abo no 10 mn | single-dose container; 10
B OIHO/L030BOMY KOHTeHHEpi; single-dose containers in
no 10 0fHON030BHX packages from polymeric film

Tonosa Jdep:xaBHol cay:x0u Yrpainu 3

JlikapcbKUX 3ac00iB Ta KOHTPOJIIO 32
HAPKOTHKAMH
Poman ICAEHKO

MiANKE BIANOBiiaNbHOT 0CO0H, neyaTka

421011242 2 Tama/Date

-\
Jep:xasHa cay:xGa Yipainu 3 nikapcbKux 3 coﬁp‘/y

KOHTPOJII0 34 HADKOTHKAMH

Anpeca: npocnekt [Tepemornu,120-A, M. Kuis-115, Ykpaina, 03115

Ten.: 38(044) 422-55-77
Dakc: 38(044) 422-55-77

mailto: dls@dls.gov.ua

Head of the State Service of Ukraine on
Medicines and Drugs Control

Roman ISAIENKO

P o
\ M.IT

[ |12 /

signature of the Executive officer (see left)

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Peremohy avenue, Kyiv-115, Ukraine, 03115

Phone: +38(044) 422-55-77

Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
official certificate
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HEPEJIK JIKAPCBKHX 3ACOBIB, 3APEECTPOBAHUX ABO 3AIIIAHOBAHUX a0

PEECTPALIL B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE
Honatok no CeprudikaTa

Bin

Annex to Cettificate  g0y/ 2042/ Gt/ P from 72 07. 2022
KOHTEeHHepiB y makeTax 3 with inscription; 1 package in a
noniMepHoi miBkK 3 Hanucom; | pack of cardboard
10 | makery B naywi 3 KapToHy
61 | TPUCOJIb, TRISOL, Electrolytes UA/13806/01/01
posuun ana indys3ii no 200 mn | Solution for infusions 200 ml or
a6o 400 M y misikax 400 ml in bottles
62 | ®JIYKOHA30JI, FLUCONAZOLE, Fluconazole UA/3041/01/01
PO34MH 1A iHY3iii, 2 Mr/Mn Solution for infusions, 2 mg/ml
no 50 mn a6o no 100 mn y 50 ml or 100 ml in a bottle, 1
naswi; no 1 maswni y maumi 3 | bottle in a pack of cardboard;
kapToHy; 1o 50 mn, 100 ma a6o | 50 ml, 100 ml or 200 ml in
200 mn y nsiikax bottles
63 | HUITPODJIOKCALIMH, CIPROFLOXACIN, Ciprofloxacin UA/3643/01/01
Po34HH ans indy3iii, 2 Mr/mn Solution for infusions, 2 mg/ml;
no 100 ma, 200 ma y masmkax, | 100 ml, 200 ml in bottles; 100
no 100 mn, 200 Ma y musm, ml, 200 ml in a bottle; 1 bottle
no | mrsmi y navni in a pack
64 | HUTOKOH®, CITOCON, Citicoline UA/13685/01/01
PO3UMH AN in'exuiii, 125 Solution for injections, 125
MI/MIT, 0 4 MI B amnysii; o 5 | mg/ml 4 ml in an ampoule; 5
aMIyn Y KOHTYpHiif ampoules in blister; 1 blister in
YapyHKOBi# ynakosui; o 1 a pack of cardboard
KOHTYPHiit 4apyHKOBI it
YHaKoBLi B Naylli 3 KAPTOHY
65 | HUTOKOH®, CITOCON, Citicoline UA/13685/01/02
PO34MH 1A iH'exuiif, 250 Solution for injections, 250
MI/MJ, 110 4 M B ammydti; mo 5 | mg/ml 4 ml in an ampoule; 5
aMITyJl y KOHTYpHiit ampoules in blister; 1 blister in
4apyHKOBiit ynakoBsii; mo 1 a pack of cardboard
KOHTYPHiil YapyHKOBiii
YOAKOBLI B N1ayL 3 KapTOHY
66 | OHOPM®, YUNORM, Ondansetron UA/13974/01/01
posuus and in'exuiit, 2,0 mr/ma | Solution for injections, 2,0
1o 2 mn abo 1o 4 ma B ammyni; | mg/ml 2 ml or 4 ml in ampoule,
1o 5 aMMyJ B KOHTYpHii 5 ampoules in a blister; 1 blister
YapyHKOBiit ymakoBui; mo 1 in a pack of cardboard
KOHTYPHI} YapyHKOBii#
YNAKOBLI B Naulli 3 KAPTOHY
67 | IOHOPM®, YUNORM, Ondansetron UA/14069/01/01
cupon, 4,0 mr/5 mi; mo 50 mny | Syrup, 4,0 mg/5 ml, 50 ml in a
¢nakoni; no 1 dnakony 3 vial; 1 vial with a measuring
MIPHHM NPHCTPOEM Y mayi device in a pack

Tonosa Jepxasnol citysx6u Yipainn 3

JiKkapebKkux 3acobie Ta KOHTPOJII0 32

Hepxasua enymba Yipaiuu 3 nircapcmcy
KOHTPOJTI0 32 HADKOTHKAMH
Anpeca: npocniext [Tepemory, 120-A,
Ten.: 38(044) 422-55-77

HAPKOTHKAMH
Poman ICAEHKO

MiAMHC BiANOBiAANEHOT 0cOGH, nevaTka

Daxc: 38(044) 422-55-77
mailto: dls@dls.gov.ua

is-115, Yxpaina, 03115

y

Bmopunna ynaxoerd, 0osein na eunyck cepii

Head of the State Service of Ukraine on
Medicines and Drugs Control

Roman ISAIENKOQO

signature of the Executive officer (see left)

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Peremohy avenue, Kyiv-115, Ukraine, 03115

Phone: +38(044) 422-55.77

Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
official certificate
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IEPEJIIK JIKAPCBKHUX 3ACOBIB, 3APEECTPOBAHUX ABO 3AIINTAHOBAHHUX 1O

PEECTPAIII B YKPAIHI

LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honatok no Ceprudikara Bil
Annex to Certificate z%ff/ i / G 1P from #4017 2022
68 | BI3EAJIOT, VIZEALOT, Voriconazole UA/17051/01/01
MOPOLIOK JUISL PO3YHHY IS powder for solution for
inQysiit mo 200 mry dmaxoni; | infusions 200 mg in a vial, 1
1o 1 Quakony y nadui vial in a pack
69 | JJAKCEPC, LAXERS, Cefoperazone and beta- UA/18254/01/01 |
MOPOIMIOK I PO3UHUHY JUTS Powder for solution for lactamase inhibitor '
in'exuiit mo 1000 mr/ 1000 mr injections 1000 mg/1000 mg |
no | dakony 3 mopowkom; mo | vial with powder; 1 vial or 10
1 dnaxony abo mo 10 dmakonie | vials in a pack of cardboard
y nauli 3 KapToHy
70 | HE®EIIM HOPISI-DAPM, CEFEPIME YURIA- Cefepime UA/18092/01/01
MOPOLIOK /TS PO3YHHY IJIA PHARM,
in'exuiit mo 1000 mr, durakon 3 | Powder for solution for
nopoukom; no 1 ago no 10 injections 1000 mg, vial with
(yiakoHiB y kopoOui powder; 1 or 10 vials in a pack
71 | HE@TA3ZUINM CEFTAZIDIME Ceftazidime UA/18147/01/01
IOPISI-DAPM, YURIA-PHARM,
MOPOLIOK JUIsl PO3UHHY 1A Powder for solution for
ir'exuiit mo 1000 mr, no | a6o injections 1000 mg, 1 or 10
no 10 ¢naxoHnis y kopooui vials in a pack
72 | HE@TPHAKCOH CEFTRIAXONE Ceftriaxone UA/18131/01/01
HOPIA-®APM, YURIA-PHARM,
MOPOWIOK JIsl IPUTOTYBaHHS Powder for solution for
po3uuHy ans in'ekuiid o 1000 | injections 1000 mg, 1 vial with
Mr, | dmakoH 3 nopommkom; mo | powder; 1 or 10 vials in a pack
1 abo no 10 cnakoHiB y
xopobui

TosoBa dep:xasHol cay:xbu Yikpainu 3

JiKapcbKHX 3ac00iB Ta KOHTPOJIO 32
HAPKOTHKAMH
Poman ICACHKO

MianMe BiANOBiAaNbpHOT 0c00H, nevaTka

44161 /4644 Dama/Date

Jep:aBHa cay:xba Yrpainu 3 ikapebku

KOHTPOJIKO 34 HADKOTHKAMH

Anpeca: npocnext [lepemorn, 120-A, M. Knie-1135, Ykpaiua, 03115

Ten.: 38(044) 422-55-77
Daxc: 38(044) 422-55-77

mailto: dls@dls.gov.ua

/

¥/3acobiB Ta

Head of the State Service of Ukraine on
Medicines and Drugs Control

Roman ISAIENKO

signature of the Executive officer (see left)

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Peremohy avenue, Kyiv-1135, Ukraine, 03115
Phone: +38(044) 422-55-77

Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
official certificate
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