Expiry date: 10/2025

Result

clear solution
confirms

confirms

234 per Vial
0 per Vial

50.9 mi
8.0
503 mosm/kg

1.019

positive

599.2 mg/S0 ml

(99.9%)

<0.1%

<0.3%
<0.3%

<0.2%
sterile”
< 1.8 IU/mi

Analysenzertifikat
Certificate of Analysis
Product: Thiogamma® Turbo, solution for infusion Lot.No.:
1,2 % 50 mI N 10 in bottie (Ukraine)
Customer: YWoerwag Pharma Primary packaging material: 50 ml injecton bottle, amber glass
Cahwerstr. 7, 71034
Boeblingen, Germany
Spec.-No.: BL-165-4 /02 Mig.-date: 04.11.2021
Quality characteristic Analytical method Specification
Appearance, clanty PhEuwr., 221 clear solution
Appearance, colour Ph.Ewr., 222 yeloaish, greeni solution
(Y3-Y4, GY3-GY4)
Test for particles, particulate
Contamination Optical Control practically particle-free
Subwisible particles Ph.Eur.,2.9.19 = 10 pm max. 6000 per Vial
Z 25 ym max. 600 per Vial
Extractable volume Ph.Eur., 2.9.17 50.0-530ml
pH-Value PhEur., 223 7.7-85
Osmolalty Ph.Eur., 2235 480 - 520 mosm/kg
Relative density Ph.Eur., 225 1.005-1.025
Identity:
- alpha-lipoic acid HPLC positive
Content of alpha Lipoic acid HPLC 570.0 - 630.0 mg/50 ml
(95.0 - 105.0%)
Impurity:
Known impurilies
- 6,8 Epitrithio-octanoic acid HPLC s05%
Unknown impurities
- single unknown impurity HPLC £13%
- sum of unknown impurities HPLC $15%
- Total content of all impurities HPLC £20%
Sterility PhEur., 26.1 sterie
Baclerial endoloxins PhEuwr., 26,14 < 6.0 IUml
*tested at Labor LS SE & Co. KG, Bad Bocklet
Note: concerning the monographs of Ph.Ew. cited, reference is made (o the

mcht frepegeben

rj freipegeben —
- —t  not redrased

refecsed

Lpte. Spvature Mrod of Quakty £ Atres

Sebastian Kriiger




JIEPYKJIIKCITY KBA
JIEPYKABHA CJIVIKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMUA
Y JIHIIIPOIIETPOBCHKIN OBJIACTI

J{ninpo, nn.Cobopna,d, k. 601-605, 49005, ten. (066)34541 71
E-mail: Llls‘clpv@clIs.gov.ua,https:/z’wwx\f.clIs.;z(w,ua, Kon €JIPTIOY 37070665

BUCHOBOK
PO SIKICTH BBE3EHOr0 B YKpainy JIiKapchKRoro 3acody

29.10.2022 Ne 46250/22/04

TIO'AMA® TYPBO

{HaiimMenysanns aikapcbkoro 3acoly iAo 3 peecTpaltiitinm IOCBIAMCHIAM}
posuun s indysiii 1,2 % 1o 50 sy ¢uakoni; mo 10 grakonis pasom 3 3aXHCHHMH
HOPHHMH NAKCTAMH Y Kopodili 3 KapTony

(¢popma BUIYCKY, AO3YBAHH, BHI NAKYBAIS JTiKAPCLKOTO 3ac00y )

FHonmep pecerpauiiioro nocsinuenns UA/1555/01/01 erpok aii peectpauiiinoro nocsintenis 01.01.2099

Cepis Jikapebkoro saco0y Ne 1110413 KinbkicTh BBE3CHOTO Jlikapebkoro 3acoby 750
Bupobink Cosmodapm Dapmarioiitiine Epnoiruicee ' mOX, Himeuuunna
(naiivenysanis BupolHNKa fHKapehLkoro 3acoly, kpaina HoXoAmeHis)
Breseno v Ykpainy Tosapuerso 3 0dmeskenoro Bianosinaasnictio "Benra JIT/L", ixcur.
wox: 21947206

(RaitMeHy BaHns Ta kot 3a CAPTIOY 1opianuiol ocodn abo npissuine, iv'a. 110 Garekosi qiziriiol
ocolu - nianpuen, i MICUE NPOKHBAHNA TA peceTPaLtifiini nosmep 00AiKOROT KAPTEH THURTIHHEY
noaatkip abo cepis Ta HOMEP nACNoOpTa)

IpoToKkoa Bisyansioro Korrpodio six 28.10.2022 Ne 07-01/2323/1.

3a  pesyamtatamMiy  ASPKABHONO  KOHTPOJIO BCTAHOBJIEHO, MO  JiKapchkuii  3acid  BBeseno o Vrpainy

A0TPH MAHHSM BUMOI 3aKOHOIARCTRA 111010 3ade31CUCHHA AKOCTI JIiKapcm!x 3aco0iB.

Hauaneunk JlepxasHot ciyxou 3

aikapehkux 3acobiB Ta KOHTPOIO 3a
napkorukamu y JIninponerpoBchkii
o0nacri

[Onis OBYAPENKO

{noecaiona oc

=
(iu:u'uly




Crp 2/ 2 TioraMaXTypSo

Miarsepaxenns i Ceprudikauis
Ceprudikar BHnycry

3amoBunx Boopsar ®apma I'm6X 1 Ko. KI'
Kanssepurrpacce 7. 71034 broGninren, Hime'riuna
Mpoaykr Tiorama®TypOo, posunn ans indysiit 1,2% no 50 ma Nel0 so
daaxonax
Kpaiua, wo imnoprye VYxpaina
Peccrpauiiinmni Homep UA/1555/01/01
Jlozysanns Anwda-ninoeea kucaora 1.2%

Dopma no3veanun

pO34HH a4 by 1.2%

Po3mip nakysauus

50ma, dpnakoun Temuoro ckaa, Tun Il

Homep supobunka 12-BL-166

Comvodapm )

Homep cepii 11104B

Homep 6anxy 11104B

lara supobunursa 04.11.2021

Hpuaarumii a0 10/2025

Kiabkicrs ynakosox 4 898 ynakoBok B Uit cepil

Haimenypannsn Comodapsm @apmanoitriwe Epuoiirnicce I'mGX Inaycrpiwrpacce

BHPOGHUKA TA aapeca

3, 34212 Mencynren, Himeuunua

Comodapm niyensia Ne

DE_HE_01_MIA_2018 0071

Pelvabrar ananizy

JIMB. CePTHPIKAT AKOCTI

Komenrapi /
JAYBAKEHHA

Cepia sunyckacreca sianosiano 10 loaarxy 16 €Y HBIT

Ll 8 mATBEp/LKYI0, 1O HABCACHA IH(OPMALLR € ABTCHTHYHOK Ta TouH00. Llx cepis npoaykry
Oy/1a BUrOTORICHA, B TOMY MHCII YIIAKOBKA/ MAPKYBAHHSA T4 KOHTPO:Ib SKOCTI HA BHIICIaaumX
BHPOGHIUMX caliTax y nosuiit sLanosiocti 10 Bumors HBIT Micuceoro peryiasropHoro opramy
Ta cneundikamii, 3a3ayeni K 10380J1 Kpainn-iMnoprepa ado daiiny cnieumdikauil npoaykry s
AOCHILDKYBAHONO JIKAPCHKONO 3aC00y. 3anucu cepiiinoi oOpoOKH, YNakoBKH 1a ananily Oyan
NCPCIAANYTI T4 BH3HAHI TAKMMK BLANOBLNHO 10 HBIL

sHisknx 3aypaxkeHs, Ak MOran O HCTaTHBHO BNANBATH HA AKICTH NPECMAPATY, HE BIABACHO

MenscyHren,

13 rpyann 2021

Xawc-Mopr BatTpoar - [Tianuc-
(Y nosHosaxena ocoba)




Crp.1/ 2 Tiorama®Typbo

solu
pharm
Comodapm Dapmauoiivime Epuoiirnicce 'm6X, Himeunna
Inaycrpiwrpacce 3, 34212 Mencynren, Himeuunna
Ceprudikar Axocri
poaykr: Tiorama® Typbo Howmep cepiic 111048

Po3unn ans indyaiit 1,2% no
S0 ma NelO so dnakonax

3amosuux: Bropear ®apma,
Himveuunna, Kanseepurpace
7, 71034, broGninren

IMepsuuna ynakosxa
CKAO

50 ma naxoH ans i1’ exuiin, Temue

Cneu. Ne:BL-165-4/02

Jlara BUrOTOB/NIEHHSA

IMpuaaranit o

04.11.2021 10/2025
IHapaverp Meroa ananizy Cneundixkauin Pesvasrar
1. 3osuimmiii Burasa, €222 Kosrysaruii Bianosinae
KOJLOPOBICTL 3eJIeHYBaTO-KOBTHIT
posunn (Y3-Y4 abo
GY3-GY4)
2. lpozopicrs €EP221 Mossnuen Gyu IMpozopwuii
NpO3OpHM POIHITH
3. Mexaniuni BRAWYCHHA
Biunimi sraodenns Onruanuii xonrpoas | Ipakruuno siacyrni | Bianosinae
Hesuanmi sxmovenns | €9 2919 2 10pm=6000 na ¢pa. |234Ha dpnakow
225um<=600 na ¢a. 0 Ha dnaxowH
4. 00 em, 0 BUTATNYETHCH €EP2917 50,0-53,0 mn 50,9mn
5. Bianocua rycruna €225 1,005-1,025 1,019
6. pH €D»223 7,7-85 8,0
7. OcmonanbHicTs €D 2235 480-520 mocmon/kr | 503 mocMON/Kr
8. lnenrudikanin riokrosoi | HPLC NO3UTUBHKUIA NO3UTUBHM A
KHCA0TH
9. Bmicr riokroBoi kncaorn | HPLC 570.0-630.0 mr/50 599,2Mr/50 Ma
(BEPX) mi(95,0-105,0%) {999 %)
10. Bunpobysannsn na
UHCTOTY
-6,8-eniTPHTIOOKTaHOBA HPLC Makc.0,5% <0,1%
KHC0Ta
-BMiCT HeBIAOMKX JOMIIOK HPLC IMTikn oxpeatnx <03%
aomiwok: maxe 1,3%
-CymMapHo BCI MiKu: HPLC maxc.1.5% = 2 Fa0,3%
-3aransHmit BMICT JOMIIIOK HPLC Maxc.2,0% > ~ 003 %
11. CTepHabHicTn €ED26.1 Crepuanfio,/ 415 .| Crepinbho*
12. Baxrepiaabui €D26.14 <1,

CHAOTOKCHHMH

*Kourpoas Ha JlaGop NC CE+Co.KIM bag Bokner

v Buny mweHo

10 rpyama 2021

- 2 '245 e e 3]
INMpoaykr nepempennit sLanosLINO 20 10401 Epponcicexoi dapaaxonei. 2 "re0s

-nignuc-

nara, nianuc, YnosHoBaXeHa ocoba 3 KOHTPONK AKOCTI

Cebacrian Kprorep




Certificate of Release phsaorlr%

Worwag Pharma GmbH & Co. KG, Calwer Str. 7,

Customer 71034 Boblingen, Germany

Product Thiogamma® Turbo, solution for infusion 1.2 % 50 mi N 10 in bottie
'Importing Country Ukraine '
lMarkoting_Authodutlon Number 'UA/1555/01/01

‘Strength/Potency Alpha-Lipoic Acid 1.2 %

Dosage form 'gqlulion forinfusion 12% 2 |
Package size 50 ml Inj.-Vial, amber glass, Type Il

item Number Solupharm 12-BL-166 = R
Batch Number | 11104B

‘Bulk Batch Number 111048

_Datc of manufacture 04.11.2021

Expiry Date 10/2025

;Numbou of Packages 4 898 pcs. in the batch

‘Name and address of Solupharm Pharmazeutische Erzeugnisse GmbH,
manufacturing site Industriestr. 3, 34212 Melsungen, Germany
Solupharm licence No. DE_HE_01_MIA_2018_0071

Results of analysis see attached certificates of analysis

The batch is released for export according to
Commentairamanis Annex 16 EU GMP

| hereby cenrlify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications
in the Marketing Authorisation of the importing country or product specification file for Investigational
Medicinal Products. The batch processing, packaging and analysis records were reviewed and found
to be in compliance with GMP

[E No observations were made, which could have a negative influence on the quality of the product

D See attached deviation report No..

¥ , 57 o / A r
13087 ‘AP A1 VS A7 "
Melsungen, ................. ZU?l : A i el
(Qualified person) X s
Hans-Jorg Wattrodt \



JIEPXJIIKCIIYXBA YKPATHUA
JEPKABHA CIYXKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM
Y JHINPONETPOBCHKIA OBJIACTI

Huinpo, nn.Cobopha,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kon €ZIPTIOY 37070665

BHUCHOBOK
npo SIKiCTh BBe3eHOro B YKpainy Jikapcskoro 3acoby
19.03.2023 Ne 12638/23/0411
TIOTAMA® TYPEO

(HaliMeHyBaHHs NiKapCEKOTO 3aco0y 3riJHO 3 peeCTpalLlifHAM [0CBITHeHHAM)
po3unH J1s ingysiii, 1,2 %, no 50 ma y ¢aaxoni; no 10 gpaaxonis pazom 3 3axucHAMH
YOPHHUMH IIAKETAMH Y Kopobui 3 KapToHy

(bopma Bunycky, 103yBaHHS, BUR TAKYBAHHS TiKAPCEKOro 3acoly)

Howmep peectpauiitnoro nocsinuenns UA/1555/01/01 crpox aii peectpauiiioro noceizuenns 01.01.2099

Cepis nikapcekoro 3aco6y Ne 11209B Kimbkicte BBe3eHoro nixapcskoro 3acoby 1000
BupoGruk Comodapm Qapmanpoiitiie Epnoiiraicce 'm6X, Himeuunna
(naliMenysanns BUPOGHMKA JTiKapCEKOro 3ac00y, Kpaina MOXOMKeHH)
Bseseno B Ykpainy ToBapucreo 3 06MesxeHo10 BigmopinanabuicTio "BaJIM", izenT. kox:
31816235

(naiiMenyBanns Ta ko 3a EJIPIIOY 10puauuHei ocobu abo npi3Buile, iM'4, 10 GaTLKOBI thizuuHoOT
ocoBu - nignpremuy, ii Miclle NPOKHBAHHA Ta peecTpauiiHMii HoMep 0071iKOBOT KAPTKH MiATHHKA
noAaTkis 860 cepis Ta HoMep macnepTa)

IIporokon BisyansHoro xoutpomo six 18.03.2023 N 07-01/712/1.

3a pesynbTatamMH IepKaBHOrO KOHTPONIO BCTAHOBJGHO, WO JIKAPCBKMH 3aci6 BBe3eHO B Vkpainy 3

AOTPHMAHHAM BHMOr 32KOHOIABCTBA LIONO 3a6e3MeYeHHs AKOCTI MIKapChKuX 3acobiB.

Hawanenuk JlepxaBHol ciy:k6H 3
JIKAPCBKHX 3ac06iB Ta KOHTPOIMO 3a

: i [Onis OBYAPEHKO
HapKOTHKaMH y JlHinponeTpoBeskii
obnacri
(nocanosa ocoba opraHy AEpKABHOTG KOHTPOIIO) (ninnv‘d) (iniuianu Ta npiseuiLe)

Konropwikosa H0nia +38(066)345-41-71



Crp.1/ 2 Tiorama®Typbo

sofu,
' pharm

Comodapm Oapmanofiviure Epuofirnicce Im6X, Himeunna
lupycrpiurrpacce 3, 34212 Mencyrren, Himeuunna

Ceprugikar Hxocri

NMpeayxr: Tiorama® Typbo
Poavin nas indysiit 1,2% no
50 s Nel0 a0 daakonax

Howmep cepii: 112008

3amoennk: Beopsar dapwma,
Himeyunna, Kanseeplutpace
7, 71034, Bsobninren

Hepsunna ynaxkosxna,
ckae

50 M daaxon ana iH'exuii, Temue

Cneu. M:BL-165-4/02

Jlara suroTOBACHH:

IMpraarunid po:

08.12.2021 1172025
TMapamerp MeTtoa ananizy Creungixauin PeIyALTAT
1. 3osHiwniif aurnna, €Pp222 HKoerysarnit ‘Binnosifae
KOALODOBICTL 3EAEHYBATO-WMOBTHIT
poaunn (Y3-Y4 abo
GY3-GY4)
2, Mpotopicr, €d21l Topuues Gyru Tpozopuii
npo3opLiM posuIY
3. Mexnstiuni prawyenns
- Bugnmi skuouenss Crnruansii kosvpons | Tlpaktiruso siscytai | Bianoerinae
- Heemmnmi srnouenns | €0 2919 210pm=6000 Ha da. 128713 naxoH
>25um =600 wa dn. 24 Ha $NAKOH
4. O6’em, D BUTATYETLCA €P2917 50.0-53,0 mn 51,0M
5, Bianocwa rycriua €225 1,005-1,025 1,019
6. pH €Pp223 7,7-8,5 8.0
7. OcmonanbHICTL €b 2235 480-520 mocMon/kr | 500 MocMO/KT
8. Laenrudicanin viekrosei | HPLC NOFMTUBHKIA NOIMTMBHKA
KIICAOTH
9. Baticr Tioxrosoi kucaore | HPLC 570.0-630.0 Mr/50 605.1 Mr/50 Mn
{BEPX) MR(95.0-105,0%) (1902 %}
10. BunpoGysanun na
HHCTOTY
-6,8-eniTpuTicokranona HPLC Makc.0,5% < 0,1%
KHCAOTA
-Bmict Heginomux fomiwok HPLC Mikn oxpemix < 02%
AOMEOK: Make, |, 3%
-CymapHo sci niki: HPLC Makc. |,.5% < 04%
~Jaransuuit BMiCT ROMIWOK HPLC Maxe.2,0% < 04%
Lt Crepuanuicts CP2.6.1 Crepunsho Crepunsho*
12. Baxrepiannui €dh26.14 <6,0MO/mn < LEMO/ v

CHMOTOKCHHH

*Kownrpons wa Mabop NC CE+Co.KP Baa Bowner
MpeaykT nepesipensii stanoeizse aa aioko! Caponeticorei dapuanone,

v Birrvuieno

13 ciumn 2022

-niamac-

Aara, nignuc, YnosnosameHa o0coba 3 HOHTRON O AHOCTI

Ap. MapTiv forreapat




Crp.2/ 2 Tiorana®Typbo

Hiareepmxenan i Cepradikauia
Ceprudixar Bunycky

3amoBuur Boopsar dapma 'M6X i Ko, KI”
Kanseepirpacce 7, 71034 Boobninren, Himevuitua
Tlpoaykr Tiorama®Typ6o, poauvx ans indysifi 1,2% no 50 mn }10 8o
daaxoHax
Kpaina, uo immopryc Yipaina
Peccrpaniiinuii nasep UA/1555/01/01

Hosysauun

Ansda-ninoesa kneaora 1,2%

dopma pozysanns

posditH 209 indvani | 2%

Poimip nakysanun

S0mn, PrakoHu remuoro cxna, THN I}

oipofunwa T4 anpeca

Homeg pupobuuxa 12-BL-166

Camodapm

Hoatep cepii 112098

Homep Gaaky 112098

Kata supobunurea 08.12.2021

Hpuaarunui no 11/2025

Kinsxicts ynaxonox 4 800 ynakosoK B Uil cepii

Haiimenynannn Comodapm Papmauoiitie Epuofiruicce 'mbX Tuaycrpimrpacce

3, 34212 Meneyuren, Himevuiina

Comodaps niveusin Ne

DE_HE_01_MIA_2018_0071

Pesyawrar ananizy

A1, CEPTHRIKAT AKOCTI

Komenrapi/
IAYBAMEHHS

Cepia surycxaerses sianosiano zo Jomatky 16 €Y HBIT

Llim a nigracpayto, uto taneiena indopmaiis © agtedTianoio 1a rouno, L cepin nporyxTy
Byaa aHIOTORNERA, H TOAY YIHCHT YAAKOBKA/MAPKYHAHHS TA KOHTRONL RXOCTI A BHIHE RN
BupobHIIanX caiftax y nosuiil sianositnocti ao Bimorn HBI Micuesors Pery.sropiore oprayuy
Ta cheurdikanii. w@wanaueni & gozsoin kpaiiu-istnoprepa alo daitny cuctirauii HPOAYKTY Ans
AOCNIIKYRMIOrO AiKapeuroro 3acoby. Janken cepiituoi ofipobku, ynakoekn Ta auaizy Gynn
DEPETNRBYTI T BISHARE TURHMIL Bi:MIOBT a0 no HBI.

mHiskHX 3ayBameHs, AKI MOFTH § HEPATHEHO RILIHAATI KA AKICTS FIPENApaTy, He BIRBREHD

Menascynren, 13 ciuna 2022 Xawc-Hopr Bat1poar - Tianue-

(Ynosnoeaxena ocoba)




TEPXUIIKCIIYXKBA
NEPKABHA CJIY)KBA 3 JJIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKIN OBJIACTI

npocnexkt Banepis JlobaHoBCbKOrO, 51, m. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.uahttps:/www.dls.gov.ua, Koz EJIPTIOY 37078774

BUCHOBOK
Npo SIKIiCTL BBE3eHOro B YKpaiHy JiKapchbKoro 3aco0y

25.02.2021 Ne 6362/21/10

TIOTAMA® TYPKO

(HaliMeHyBaHHS JiKapcbKOro 3acoGy 3riHo 3 peecTpauifiHHM OCBiAYEHHAM)
pozumn ps indysiii 1,2 %, no S0 may daaxoni; mo 10 paaxonis pa3om 3 3aXHCHHMH
4OPHHMH NAKETAMH y KOpoOui 3 KapTOHY

(popma BHITyCKY, 1O3YBAHHS, BHI NAKyBAHHA nikapcbKkoro 3acoby)

Howmep peectpauitinoro nocsinuenna UA/1 555/01/01 ctpox aii peectpauitinoro nocsinuents 01.01 .2099

Cepis nikapcekoro 3acoby Ne 20C141 KinbkicTh BBE3€HOTO Jikapcbkoro 3acoby 300
BHpOGHHK Comodapm Papmanoiitime Epuoiiraicce I'm6X, HiMeuanHa
(HaliMeHyBaHHS BHPOGHHKA IKapChbKOro 3aco0y, KpaiHa NOXOKEHHA)
BeeseHo B YKpaiHy CriibHe yKpaiHCHbKO-eCTOHCHKE IMANPHEMCTBO y dopmi ToBapHCTBA
3 o6Mekenolo BianopigaabHicTio "'OnriMa-®apm, JITA", inent. xox:
21642228

(uaiiMeHyBaHH: Ta KOA 32 €/IPII0Y ropuauuHoi ocoGH abo npi3BuLuE, im's, no GaTbkoBi (izH4HOL
0COOH - MiANpHEMLL, 1T Miclie MPOAKHBAHHA Ta peecTpauiiinuii HoMep 061iKOBOT KAPTKH IUIATHHKA
noaatkis abo cepis Ta HOMEp NacnopTa)

ITpOTOKOJ Bi3yaabHOr0 KOHTPOIIO Bill 16.02.2021 N 0390/4.

3a pesynbTaTaMH JEPHKABHOr0 KOHTPOIIO BCTAHOBJEHO, 10 Jikapcbkuil 3aci6 BBeseHO B Vkpainy 3
JOTPHMAaHH MOT 3aKOHOJABCTBA [O/0 3a6e3MeYeHHs AKOCTI JTiKapChKHX 3ac00iB.

Onekciit COJIOJIPAU

(iniuianu Ta Npi3BHILE)




My gy W77 77 &) i

Comwodapm @apmauoiirime Epuoiirnicce I'moX, Himeuuna
Innycrpimrpacce 3, 34212 Mencyaren, Himeuunsa

Ceprugikar fxocri

Hpoaykr: Tiorama® Typdo
Posumn nost ivdysiit 1,2% mo
50 mn NelO Bo drakonax

Howmep cepii: 20C141

3amoBHEK: Bropaar ®apwma,

Himeyunsa, Kanbsepuitpace
7. 71034, Brobninren

MepBuHEA yRAKOBKA:

CKJIO

50 mut hnaxon anst iH €Ki, TeMHE

Crnewn. Ne:BL-165-4/02

)E[a"ra BUTOTOBJICHHA!

TpupaTauii no;

19.03.2020 02/2024
Ilapamerp MeTog aHadI3y Cnenndikanis PesyaeTar
1. 3opuimnii Burasm, €ch222 JKostyBatuii Bignorinae
KOJIBOPOBICTh 3ENE€HYBaTO-KOBTHI
posunH (Y3-Y4 abo
GY3-GY4)
2. lIpo3opicTs €ED221 IMosuHeH Oy Tposopwnit
MpPO30PHUM pPO3HMH ol
3. MexaHiuHi BRIIOYEHHST
- Buaumi BKIKYEHHA Omrayenii kouTpose | Ilpaktryso sincytHi | Bimmosinae

- Heupgumi BRIOUEHHS

€9 29.19

=10pum=6000 na ¢
>25um<60C0 ua ¢

577 Ha GNaKoH
G Ha ¢nakoH

CHAOTOKCHHM

4;_(—)6’61\‘[, L0 BHTSATYETHLCH €029.17 50,0-53.0 mn 50,7 M

S. BizHOCcHA rycruna €EG225 1,005-1,025 1013

6. pH ce223 7.7-8.5 8,0

7.0¢MONSPHICTD €® 2.2.35 480-520 mocMon/kr | 499 MocMON/KT

8. IgenTudikauia tiokrosoi | HPLC Bignoeinae Bianogigae

KHCJ0TH

9. Bmict TiokToBol knciorn | HPLC 570.0-630.0 mr/50 603,2 mr/50

(BEPX) Mi1(95,0-105,0%) st ( 100,5 %)

10. BunpodyBaHHst Ha

YHCTOTY

-6,8-eniTpUTIOOKTAHOBA HPLC Makc.0,5% <0,1%

KHCIIOTa

-Buicr mesinomux nomimox | HPLC TTikn oxpemux 02 %
nomimok: makc. 1,3% ’

-CyMapHO BCi MiKH: HPLC maxc.1,5% 0,2 %

-3aranpHui BMICT JOMIIOK HPLC Maxkc.2,0% 02 %

11. CrepuabHicTb €261 Crepunbao CrepuibHo*

12, bakrepianbHi €D 2614 <6,0MO/mn <1,8MO/mn

*Kourpoas ua Jlagop JI+C AT, Bag boxaer
Ipoaykr neperipennii Bignosiauo 10 airouoi Ceponefickkol Papaarorned,

vV BHnyrucHo

20 KeiTHA 2020

-nignuc-

Aara, nignuc, YNosHOBarKeHa 0cobza 3 KOHTROA AKOCTI
Ap. MapTid loTxapar




Crp.2/ 2 Tiorama®Typbo

TligTeeprxenns i Ceprudikanis
Ceprudikar BUIYCKY

3aMOBHHK Bropsar ®apma ['MoX 1 Ko. KI"
Kanveepmrpacce 7, 71034 BroGuinrek, Himequnna N
TIpoayxTr TioraMa®Typ6o, posunn ans indysiit 1,2% no 50 mn Nel0 Bo
' akoHax
Kpaiua, mo iMnopryc Yxpaina
PeccrpaniiiHui HoMep UA/1555/01/01
Jo3ysauus Anba-iinoesa KUCIOTa 12 mr/man
dopma 103YBAHHS posunn s a3 [2%
Po3mip nakysauns 50mu1, hakOHM TEMHOTO ckna, Ty 1
Homep BupoGHuka 12-BL-166
Comodapm
Homep cepiil 20C141
Homep banxy 20C141
JlaTa BUPOOHHUTBA 19.03.2020
Hpugarauii 4o 02/2024
KinbKicTh YIAKOBOK 4 860 ymakoBOK B I(H cepii
HaiimenyBanus Comodapm Papmauoiitime Epuoifirsicce TmOX Inaycrpimrpacce
BHPOGHHUKA TA a/ipeca 3, 34212 Mesncyrred, HimeuunHa
Comodapm ninensia Ne DE_HE 01_MIA_2018 0071
PesynbraTt aHanisy JIHB. CePTH(IKAT SIKOCTI
KomenTapi / Cepis BumyckaeThes Binnosiaxo no doaarky 16 €Y HBII
3ayBAKEHHS

1TUM 5 MATBEPUKYIO, O BCi BUPOGHHH! CTajlii AAHOT Cepil KIHLEBOro MPOayKTyY 0111 BHIYILEH]
pinnosizaHo xo sumor HBIT €sponeiicskoro Coro3y Ta BIAMOBILHO 0 PeecTpaiiinoro
nocsiguenns (Mapketuurosoro Jo3sony Jkpai HM PU3HAUSHHS.

Cepia L1boro npoaykty BUPOOASETHCS BIANOBIAHO O cnetQikanii, 1o MiCTHTHCH B
peecTpaliiinoMy focke abo niLensii kpaiHu-BupoOHNKa abo xpalHu-IMIIOpTEpa.

mHisKHx 3ayBasceHp, AKI MOTJIH O HEraTHBHO BTIHBATH HA AKICTH NPENAPATY, He BUABJICHO

MenbeyHres, 20 keiTHA 2020 — [Tinmuic-
(Y nogHOBazkeHa 0co0a)

XaHc-Mopr Batrpoar




Crp.1/ 2 Tiorama®Typbo

Comopapm @apmanoiitimne Epuoiirnicce I'm6X, Himeunna
[Hnycrpimrpacce 3, 34212 Mencynres, Himeuunna

CEPTU®DIKAT AHANI3Y

ITpoaykr: Tiorama® Typoo
Pozuun ans indysiit 1,2% no
50 mn NelO Bo drakonax

Howep cepii:

200110

3amoBHHK: Bropear Papma,
Himeuunna, Kanbsepmtpace
7, 71034, Brobuinren

IlepBUHHA YHAKOBKA.

CKJIO

50 mu1 hIAKOH M8 1H €K, TEMHE

Cnen. No.BL-165-4/02

JlaTa BUTOTOBJIEHHS,

[IpyuoaTHHE D0:

08.04.2020 03/2024
[Iapamerp Metoa ananizy Cunenudikanis Pesyabrar
1. 3oBHiMWIHIN BUrIAA, ch222 JKoeryBaTuii Binnosinae
KOJLOPOBICTH 3€NIeHYBaTO-KOBTHH
posunH (Y3-Y4 abo
GY3-GY4)
2. lIposopicTe €221 [ToBrHEH OyTH I1posopuii
NpO30PHM PO3UHH
3. Mexaniuni BKIIOYEHHS
- Buaymi BKIFOUCHHS Onruuanuii kouTpons | [lpakruuno BiacyTHl | Binnosinae

- HEBHIlL'IMi BKJIKOUEHHA

cd 2919

>10um=6000 Ha ¢
>25um=600 na ¢n.

934 Ha dnakecH
180 Ha dnakoH

4. O0’em, 110 BUTATYETHCS €D 29.17 50,0-53,0 mn 51,1 mn

S. Binnocna rycTHHa eQ2s 1,005-1,025 1,018

6. pH €223 7.7-8,5 8,1

7.0¢MOIAPHICTD €@ 2.235 480-520 mocmos/kr | 503 MOCMOJI/KT

8. InenTudirauis Tiokrosoi | HPLC Binnosinae Binnoeigae

KHCJOTH

9. BmicT TiokToBoi kuciorn | HPLC 570.0-630.0 mr/50 599,5 mr/50 mn

(BEPX) Mn(95,0-105,0%) (99,9%)

10. BunpoOysanns na

4HCTOTY

-6,8-eniTPUTIOOKTAHOBA HPIL.C Mawkc.0,5% <0,1%

KHCIOTa

-BMicT HEBiZOMHX AOMILIOK HPLC ITiku oxpemMHx 0,2 %
momimox: maxc. 1,3%

-CyMapHO BCl MiKu: HELL maxc.1,5% 0,2 %

-3arafbHH BMICT JOMILIOK HPLC Maxc.2,0% 0,2 %

11. CrepuabHicTh €EP26.1 CrepunbHO CrepiibHO*

12. Bakrepianbni €D 2614 <6,0MO/Mn <1,8MO/mn

E€HA0TOKCHHH

*Konrpoas Ha Jladop JI+C AL, Baa boxuer
[Tpoxyxr nepesipcHuii BianoBiaHo oo airooi E€sponciiceroi Papyaxonci,

v Bunyueno

by cipi 3%
oc OC Otezy 7

15 tpasHa 2020

-nignuvc-

naTa, nignuc, YnosHosarkeHa 0coba 3 KOHTPO/ AKOCTI

Op. MapTiH floTxapar




Ctp.2/ 2 Tiorama®Typoo

IMinreepxennst i Ceprugikanis
CepTH(pIiKAT BUIIYCKY

3aMOBHHK Bropear @apma I'm0X i Ko. KI”
Kanosepiitpacce 7, 71034 brobninren, HimeuunHa

[Mponykr Tiorama®Typ6o, pozuns ams indysiit 1,2% mo 50 v Nel0 Bo
dhnakonax

Kpaiua, mo imnoprye Ykpaina

PeecTpauiiinnii Homep UA/1555/01/01

lozyeauns Anvda-ninoesa kucnora 1,2%

®opma 103YBAHHS Po3unH

Po3mip nakysanusi 50ma, haakoHu TeMHOro ckia, Tum Il

Homep BupoOHHKA 12-BL-166

Comropapm

Homep cepii 200110

Homep daary 200110

JdaTta BHpoOHHUTBA 08.04.2020

Mpuaaruuii 1o 03/2024

KifbKicTh YIAKOBOK

4 800 ynakoBOK B L cepii

Haiimenysannsi
BHPOOHHKA Ta aapeca

Comogpapm Dapmanoiitime Epuoiiraicce ImO0X Tnnycrpimrpacce
3, 34212 Mencynren, Himeyunna

Comopapm niuensia Ne

DE_HE_01_MIA_2018 0071

PesyabraTt anajuizy

MHB. CEPTU(PIKAT AKOCTI

Komenrapi/
3AYBAMKEHHS!

Cepis Bunyckaerses inmosiano 1o Honatky 16 €Y HBII

[uM s DiATBEPIAKYIO, IO HaBeAeHa indopmallis € aBTEHTHUHOIO Ta Tounolo. Lls cepis npoaykty
Oyna BHIOTOBJIEHA, B TOMY YHCII YIAKOBKa/MapKyBaHIIs Ta KOHTPOIL IKOCTI [a BHITIE3Ta/IaHNX
BUpOBHUUKX calTax y noBuii Bianosinuocti o Bumorn MBI micnesoro perynstopHoro oprasy
1a cieundikanii, 3azuaueni K 1038001 kpaiHu-iMioprepa ado (aiiiny cueuriKaiil IpoAYKLY Ll
JOCHIKYBaHOrO JlikapehKkoro 3acoly. 3anucy cepiiinol 00pobku, ynaKkoBKH Ta aHamsy Oyl
neperssHyTI Ta BU3HALL TaKMMH BianosiaHo g0 HBIL

mHisKux 3ayBakeHb, ki MOrTIM O HETaTHBHO BIUIMBATH Ha SIKICTb NPEMApaTy, He BUSBICHO

Menbcynren, 18 TpasHs 2020

-Mignuc-
(YnosHoBaskeHa 0coda)

XaHc-Mopr Batrpoar




2

TIEPXJIIKCIIYKBA
JAEPKABHA CJYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIN OBJIACTI

npocrnekt Banepis Jlo6anoscrkoro, 51, m. Kuis, 03110, Ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JPITOY 37078774

BHUCHOBOK

Npo AKICTE BBE3€HOro B YKpaiHy JiKapcbKOro 3acoby

15.07.2021 Ne 38077/21/10

TIOTAMA® TYPEO

(HaliMEHYBaHHS TiKAPCHKOro 3ac00Y 3rifHO 3 peecTpauiHHHM NOCBiTYeHHM)
po3anH Ans indysiii 1,2 %, no 50 ma y daakoni; no 10 gpaaxonis pazom 3 3axucHumMm
YOPHHMH NaKEeTAMH Y KopoOui 3 KapToHy

(opma BUIyCKY, 103yBaHHS, BHA NAKYBaHHs JIIKAPCEKOrO 3ac00y)

Howmep peectpauiiinoro nocsinuenns UA/1555/01/01 crpox mii peecrpauiiinoro nocsinuenns 01.01.2099

Cepis nikapcskoro 3acoby Ne 20D110 KinbkicTs BBE3€HOIO Jikapcbkoro 3acoby 273
BHpOGHHK Comodapm Papmanoiitimne Epuoiirnicce I'm6X, HiMeuunna
(HaliMeHyBaHHS BHPOGHHKA JIIKApPCLKOro 3acoby, KpaiHa MOX0aKeHHS)
BaeseHo B Vipainy CuinbHe yKpaiHCEKO0-eCTOHChKe MiNPHEMCETBO y GopMmi ToBapHcTBa
3 00MeKeHO0I0 BIANOBigaANbHICTIO "Onrima-®apm, JITA", inenr. kon:
21642228

(nafivenyBaHHs Ta koa 3a E[IPTIOY iopununuHoi ocobn aGo npiseHiie, iM'a, no 6atskosi dizuuHoi
0cobH - miAnpHeMLY, ii Miclle NPOXKHBAHHA TA PEECTPaLiHHKH HOMEp 061iKOBOT KAPTKH MIaTHHKA
noaartkis abo cepis Ta HoMep nacnopra)

IMpoTokoa BizyansHoro koutpomio sia 06.07.2021 Ne 2291/2.

3a pe3ynbTaTaMH [€pKABHOTO KOH CTAHOBJIEHO, WO JIiKApChbKHil 3aci6 BBeseHo B Vkpainy 3

eYeHHMAKOCTI IKapCLKHX 3aco0iB.

N

cans

Ty { e

Onekciit COJIOIPAU

(iHilianyk Ta npizBuILEe)




Crp.1/ 2 Tiorama®Typbo

Comopapm @apmanoiitimne Epuoiirnicce I'm6X, Himeunna
[Hnycrpimrpacce 3, 34212 Mencynres, Himeuunna

CEPTU®DIKAT AHANI3Y

ITpoaykr: Tiorama® Typoo
Pozuun ans indysiit 1,2% no
50 mn NelO Bo drakonax

Howep cepii:

200110

3amoBHHK: Bropear Papma,
Himeuunna, Kanbsepmtpace
7, 71034, Brobuinren

IlepBUHHA YHAKOBKA.

CKJIO

50 mu1 hIAKOH M8 1H €K, TEMHE

Cnen. No.BL-165-4/02

JlaTa BUTOTOBJIEHHS,

[IpyuoaTHHE D0:

08.04.2020 03/2024
[Iapamerp Metoa ananizy Cunenudikanis Pesyabrar
1. 3oBHiMWIHIN BUrIAA, ch222 JKoeryBaTuii Binnosinae
KOJLOPOBICTH 3€NIeHYBaTO-KOBTHH
posunH (Y3-Y4 abo
GY3-GY4)
2. lIposopicTe €221 [ToBrHEH OyTH I1posopuii
NpO30PHM PO3UHH
3. Mexaniuni BKIIOYEHHS
- Buaymi BKIFOUCHHS Onruuanuii kouTpons | [lpakruuno BiacyTHl | Binnosinae

- HEBHIlL'IMi BKJIKOUEHHA

cd 2919

>10um=6000 Ha ¢
>25um=600 na ¢n.

934 Ha dnakecH
180 Ha dnakoH

4. O0’em, 110 BUTATYETHCS €D 29.17 50,0-53,0 mn 51,1 mn

S. Binnocna rycTHHa eQ2s 1,005-1,025 1,018

6. pH €223 7.7-8,5 8,1

7.0¢MOIAPHICTD €@ 2.235 480-520 mocmos/kr | 503 MOCMOJI/KT

8. InenTudirauis Tiokrosoi | HPLC Binnosinae Binnoeigae

KHCJOTH

9. BmicT TiokToBoi kuciorn | HPLC 570.0-630.0 mr/50 599,5 mr/50 mn

(BEPX) Mn(95,0-105,0%) (99,9%)

10. BunpoOysanns na

4HCTOTY

-6,8-eniTPUTIOOKTAHOBA HPIL.C Mawkc.0,5% <0,1%

KHCIOTa

-BMicT HEBiZOMHX AOMILIOK HPLC ITiku oxpemMHx 0,2 %
momimox: maxc. 1,3%

-CyMapHO BCl MiKu: HELL maxc.1,5% 0,2 %

-3arafbHH BMICT JOMILIOK HPLC Maxc.2,0% 0,2 %

11. CrepuabHicTh €EP26.1 CrepunbHO CrepiibHO*

12. Bakrepianbni €D 2614 <6,0MO/Mn <1,8MO/mn

E€HA0TOKCHHH

*Konrpoas Ha Jladop JI+C AL, Baa boxuer
[Tpoxyxr nepesipcHuii BianoBiaHo oo airooi E€sponciiceroi Papyaxonci,

v Bunyueno

by cipi 3%
oc OC Otezy 7

15 tpasHa 2020

-nignuvc-

naTa, nignuc, YnosHosarkeHa 0coba 3 KOHTPO/ AKOCTI

Op. MapTiH floTxapar




Ctp.2/ 2 Tiorama®Typoo

IMinreepxennst i Ceprugikanis
CepTH(pIiKAT BUIIYCKY

3aMOBHHK Bropear @apma I'm0X i Ko. KI”
Kanosepiitpacce 7, 71034 brobninren, HimeuunHa

[Mponykr Tiorama®Typ6o, pozuns ams indysiit 1,2% mo 50 v Nel0 Bo
dhnakonax

Kpaiua, mo imnoprye Ykpaina

PeecTpauiiinnii Homep UA/1555/01/01

lozyeauns Anvda-ninoesa kucnora 1,2%

®opma 103YBAHHS Po3unH

Po3mip nakysanusi 50ma, haakoHu TeMHOro ckia, Tum Il

Homep BupoOHHKA 12-BL-166

Comropapm

Homep cepii 200110

Homep daary 200110

JdaTta BHpoOHHUTBA 08.04.2020

Mpuaaruuii 1o 03/2024

KifbKicTh YIAKOBOK

4 800 ynakoBOK B L cepii

Haiimenysannsi
BHPOOHHKA Ta aapeca

Comogpapm Dapmanoiitime Epuoiiraicce ImO0X Tnnycrpimrpacce
3, 34212 Mencynren, Himeyunna

Comopapm niuensia Ne

DE_HE_01_MIA_2018 0071

PesyabraTt anajuizy

MHB. CEPTU(PIKAT AKOCTI

Komenrapi/
3AYBAMKEHHS!

Cepis Bunyckaerses inmosiano 1o Honatky 16 €Y HBII

[uM s DiATBEPIAKYIO, IO HaBeAeHa indopmallis € aBTEHTHUHOIO Ta Tounolo. Lls cepis npoaykty
Oyna BHIOTOBJIEHA, B TOMY YHCII YIAKOBKa/MapKyBaHIIs Ta KOHTPOIL IKOCTI [a BHITIE3Ta/IaHNX
BUpOBHUUKX calTax y noBuii Bianosinuocti o Bumorn MBI micnesoro perynstopHoro oprasy
1a cieundikanii, 3azuaueni K 1038001 kpaiHu-iMioprepa ado (aiiiny cueuriKaiil IpoAYKLY Ll
JOCHIKYBaHOrO JlikapehKkoro 3acoly. 3anucy cepiiinol 00pobku, ynaKkoBKH Ta aHamsy Oyl
neperssHyTI Ta BU3HALL TaKMMH BianosiaHo g0 HBIL

mHisKux 3ayBakeHb, ki MOrTIM O HETaTHBHO BIUIMBATH Ha SIKICTb NPEMApaTy, He BUSBICHO

Menbcynren, 18 TpasHs 2020

-Mignuc-
(YnosHoBaskeHa 0coda)

XaHc-Mopr Batrpoar




2

TIEPXJIIKCIIYKBA
JAEPKABHA CJYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIN OBJIACTI

npocrnekt Banepis Jlo6anoscrkoro, 51, m. Kuis, 03110, Ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JPITOY 37078774

BHUCHOBOK

Npo AKICTE BBE3€HOro B YKpaiHy JiKapcbKOro 3acoby

15.07.2021 Ne 38077/21/10

TIOTAMA® TYPEO

(HaliMEHYBaHHS TiKAPCHKOro 3ac00Y 3rifHO 3 peecTpauiHHHM NOCBiTYeHHM)
po3anH Ans indysiii 1,2 %, no 50 ma y daakoni; no 10 gpaaxonis pazom 3 3axucHumMm
YOPHHMH NaKEeTAMH Y KopoOui 3 KapToHy

(opma BUIyCKY, 103yBaHHS, BHA NAKYBaHHs JIIKAPCEKOrO 3ac00y)

Howmep peectpauiiinoro nocsinuenns UA/1555/01/01 crpox mii peecrpauiiinoro nocsinuenns 01.01.2099

Cepis nikapcskoro 3acoby Ne 20D110 KinbkicTs BBE3€HOIO Jikapcbkoro 3acoby 273
BHpOGHHK Comodapm Papmanoiitimne Epuoiirnicce I'm6X, HiMeuunna
(HaliMeHyBaHHS BHPOGHHKA JIIKApPCLKOro 3acoby, KpaiHa MOX0aKeHHS)
BaeseHo B Vipainy CuinbHe yKpaiHCEKO0-eCTOHChKe MiNPHEMCETBO y GopMmi ToBapHcTBa
3 00MeKeHO0I0 BIANOBigaANbHICTIO "Onrima-®apm, JITA", inenr. kon:
21642228

(nafivenyBaHHs Ta koa 3a E[IPTIOY iopununuHoi ocobn aGo npiseHiie, iM'a, no 6atskosi dizuuHoi
0cobH - miAnpHeMLY, ii Miclle NPOXKHBAHHA TA PEECTPaLiHHKH HOMEp 061iKOBOT KAPTKH MIaTHHKA
noaartkis abo cepis Ta HoMep nacnopra)

IMpoTokoa BizyansHoro koutpomio sia 06.07.2021 Ne 2291/2.

3a pe3ynbTaTaMH [€pKABHOTO KOH CTAHOBJIEHO, WO JIiKApChbKHil 3aci6 BBeseHo B Vkpainy 3

eYeHHMAKOCTI IKapCLKHX 3aco0iB.

N

cans

Ty { e

Onekciit COJIOIPAU

(iHilianyk Ta npizBuILEe)




JEPYNKCITYKBA
AEPAKABHA CIIYIKBA 3 IKAPCHKHX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHINPONETPOBCHKIN OBJIACTI

Huinpo, mn.CoGopha,4, k. 601-605, 49005, Ten, (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls,gox.ua, Kon €IPTIOY 37070665

BUCHOBOK
PO AIKiCTh BBe3eHOro B Yxpainy JAiKapckKoro 3acoby
04.10.2021 Ne 57435/21/0411
TIOTAMA® TYPEO

(naitmenysanua nikapcekoro 3aco0y arinHo 3 peceTpauifinum TOCBi/IHEHHAM)
PO3vMH An1 ingysiit, 1,2 %, mo 50 ma Y daakoni; no 10 graxonis Pa3oM 3 3aXHCHHMH
HOpPHHMH NAKETaMH y kopolni 3 xapTony

((bopma Burtycky, nosysanms, rua NaKyBaHHA NiKapcHKOTo 3aco0y)

Howmep peectpauiitioro nocsinuenns UA/1555/01/01 CTPOK Aii peectpauiiinoro nocsinuenns 01.01.2099

Cepia nikapcukoro 3aco6y Ne 20D113 Kinekicts Bsesenoro nixapeskoro saco6y 1090
BupoSuuk Comopapm Papmanoiirime Epnoitrnicce I'mM6X, Himeuunna
(HalfiMenyBanHs BUpOGHHKA nikapckkoro 3acofy, Kpaina noxommenya)
Beeseno B Vipaiuy Toapucreo 3 06mexkenoro BinnosinaLHicTIO "BaJIM", inenr. koa:
31816235

(naliMenysanys Ta koj 32 E€PTIOY topuauanoi ocobu abo npiseuue, imM's, Mo Garskobi
PisHyHOT 0c06H - nimpuemiy, if Micue NPOAHBAHHA Ta peccTpauiiinii nomep obaikosoi
KapTkH NIarHHKka nogarkis aGo cepix ta HOMEp nacropra)

IpoToxon sisyansnoro kontpomo sin 01,10.2021 N 03-01/3246/1.

3a pesynstatamu ACPHABHOI0  KOHTPOMKO BCTAHOBAEHO, 1O mikapchkui  3aci6 BBeseno B Vkpainy 3
AOTPDHMAHHSAM sumor 3aKOHOJABCTBA 1010 3a0e3neUeHHA AKOCT JiKapCekuX 3acobib.

B.o. HavaneHuka epxasaoi cyxOu 3
JiKapcEKUX 3aco6iB Ta KOHTpPOJIIO 3a
HapKOTHKaM# y JIHinponeTpoBenkiii
obmacri

E€rop BOJIKOB

(mocanosa ocoGa Opraty RepKaBHOr0 KOHTPOMIO) (iuiﬁiaﬂu Ta IpizBHLe)

M.IL




Crp.2/ 2 Tiorama&Typdo

Miareeprxkennd i Ceprudikauin

Ceprndixar BHIyCKY
3amoBHUK Bropsar ®apma I'M6X i Ko, KT
Kanseepmrpacce 7, 71034 Bpobninres, HiMeuunna
Hypoayxr Tiorama®Typ6o, posuny maa itdysii 1,2% no 50 ma Nel0 o
thaaxoHax
Kpaiua, mo imnoprye Yxpaina
PeccTpauiiinuit Homep UA/1555/01/01
Jlozysanun Anbba-ainoesa kucnota 1,2%
{dopma 103YBAHHA Posupu
Poimip nakysanua 50mn, haKOHU TEMHOro cira, Tun If
Homep supobnnka 12-BL-166
Comodapm
Homep cepii 200113
Homep Ganxy 200113
Jara eupofiunursa 16.04.2020
Hpugarnuii go 03/2024
KinbkicTs ynakosok 4 910 ynaxoeox B Wit cepil
Haiimenysanng Coniothapm Papmanoiitiiue Epuotirsicce FM6X Inpycrpimtpacce

BHpofnHKa TA agpeca

3, 34212 Mencyrres, Himeuunna

Comwodapm Aiyensia Ne

DE_HE_01_MIA_2018_0071

Pesyawrar auanizy

JAHB. CEPTUQIKAT FKOCTI

Komenrapi /
IAYBAKCHHSA

Cepin BanycxaeThea pianosiaHo no Joaarky 16 €Y HBI1

Llum s niaTeepmkyro, wo Bei BupoGHUM CTamlil 1aHOi cepil KiHLesoro NponyKkTy Oiin sanyweH
BiznosinHo no sumor HBTT €sponeificsxoro Coo3y Ta sinnosiano 1o Peectpauiiinoro
nocsigsenns (Maprernyrosoro Jlospony)xpaiHu NPHIHAYEHHA.

Cepia Lroro npoaykty supobnacTsea BIANOBLAHO 20 cretudikaii, o MICTHTECS B
peecTpauiiiHoMy nocee abo niuensii kpainu-supoSanka abo kpaiuu-iMnoprepa.

mHiskux 3ayBaxenb, Akl MOrnH § HeTaTHBHO BIITHBATH KA MKICTh [PEUAPATY, HE BHABJIEHO

Menbcynren, 18 tpasHa 2020

-Mignwue-
(Y nosHoBasxkeHa ocoda)

Xane-Hopr Barrpoar




Crp.1/ 2 Tiorama®Typbo

solu

pharm
Conodapm Papmauokitimue Epuoiirnicce Fm6X, Himeunna
Inmycrpiwrpacce 3, 34212 Mencyuren, HimewuuHa

CEPTUDIKAT AHANIZY

Npoayxr: Tiorama® Typbo Howmep cepii: 200113
Poauuy ons indys3iii 1,2% no
50 mn Nel0Q Bo hnaxonax
3amosunk: Bropear @apma, Ilepsnnna ynakosxa: 50 Mn gnaxon Ang ix'ekUiil, TeMHE

HimeuunHa, Kanssepmtpace
7. 71034, BrobnikreH

CKIO

Crneu. Ne:BL-165-4/02

Jara BHroTOBREHHA:

MpuaaTaiii ao:

16.04.2020 03/2024
Hapamerp MeTton ananizy Cnemudixanis Pesyasray
1. 3opnimmuii puraan, €Eb222 JKosTysaTuii Bianosinae
KOALOPOBICTH 3E€NEHYBATO-KOBTHIT
po3unH (Y3-Y4 abo
GY3-GY4)
2. MposopicTy €P22.1 Tosunen ByTu [po3zopuii
IPO3OPHM PO34HH
3. Mexauiuni BKIWOYLHHA
- Buaumi BrmoveHHs OnTiunuii kontpoas | Mpaxruaro sincyrxi | Bianosigae

- Hesuansd skmrogenns | €9 2.9.19 210pm=6000 na 1. | 327 Ha dnakoH
225um<600 na ¢, 10 Ha pnakoH
4. O6'em, uto BuTaAryeTbes | €029.17 50,0-33,0 mn 51,1 ma ]
5. Bianocna rycruna €Ph225 1,005-1,025 1,019
6. pH €CD223 7.7-8.5 8,0
7.0cMoIapHIcTL €D 2235 480-520 mocmon/xr | 501 mMocmon/kr
8. InenTudirauia Tiokrorol | HPLC Binnosinae Binnosinae
KHCNOTH
9, Bmicy TiokToBol kienotn | HPLC 570.0-630.0 mr/30" 600,0 Mr/50 ma
(BEPX) M(95,.0-105.0%) (100,0% )
10. BanpobyBanua ua ; 5
YHCTOTY
-6,8-eniTPHTIOOKTAHOBS HPLC Maxkc 0,5% <0,1%
KHCROTA
-BmicT nesinoMux gomiltok HPLC iy oxpemux 0.2 %
nomiwox: Maxc. 1,3% |

-Cymapho Bet nixu: HPLC Mmake,1,5% 0.2%
-Jaranbiuil BMICT AOMIHIOK HPLC Makc.2,0% 0,2 %
11, Crepuabgicrs € 2.6.1 CTepunbHo Crepunbuo*
12. BakrepiasbHi €d26.14 <6,0MOQ/n <1, BMO/mn

EHAOTOKCHHH

*KoHTpoas Ha J1agop JI+C AL, Bax BoxeT
Mpoxayxr nepeasipexsuii Bignesiztie 3o airoqoi €sponciicerol @apataroned,

v Bumymeno

15 tpaeka 2020

-nignuc-

Aara, nianuc, YnosHoBameHa ocoba 3 KOHTPOAK AKOCTI

Ap. MapTix forxapar




JIEPHJTIKCITY KBA
NEPKABHA CJIY/KBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

npocriekt Banepia JloGanosebkoro, 51, m. Kuis, 031 10, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Koa €JIPTIOY 37078774

BUCHOBOK
Npo SAKicTh BBe3€HOro B Y KpaiHy JiKkapcLKoro 3aco0y

01.11.2021 Ne 62646/21/10

TIOTAMA® TYPBO

(uaiiMeHyBanisL TiKapehKoro 3aco0y 3rIAHO 3 PEECTPAUHiHIM NOCBITUEHHAM)
pozumn st indysii 1,2 %, no S0 My duakoni; mo 10 diakoHis pazoM 3 3aXUCHHUMH
YOpHHMH TAKETOMH Y KopoOui 3 KApTOHY

(hopma BUMYCKY, A03YBAHHA, BUJL HAKYBAHH NiKapehLKOTo 3ac00y)
Howmep peectpauitinoro nocsiggenns UA/] 555/01/01 crpox aii peectpauiiitioro nocsinuenns 01 .01.2099
Cepis nikapcbkoro 3acoby Mo 20D114 KinbKicTb BBe3eHOrO Jikapebkoro 3acoby 163

BupoBHuK Comogapy Papmanoiitiue Epuotirnicce Im6X, HimMeuduna

(aiiMeHy BN BUPOOHHKA iKapCRKOTo 3ac00y, KpaiHa M0X0/IKEHHs)

BeeseHo B YkpatHy ChiabHe YKpPaiHChKO-eCTOHCHKe HIANPHEMCTBO Y ¢opMi TOBapuCTBA
3 oGMeskenolo BianmoBigaabHicTio "'OnTiMa-®apm, JIT/A", inent. kon:
21642228

(naiimenypanis Ta Koz 3a € IPTIOY ropHARTHOT ocobu abo npiseuLie, iM's, Mo 6aTekoBi (iznuHOT
0COOM - MANpPUEMLL, Ti MICLIE IIPOKUBAHHS Ta peecTpalliiiuii HoMep 06/1iK0BoT KapTKH IIATHHKL
noaaTkin abo cepis Ta HOMEpP nacnopTa)

[TpoToKo: Bi3yalbHOr0 KOHTPOIIO Bl 23.10.2021 Ne 3769/3.

3a pe3yNbTaTaMi [EPKABHOIO KOHTPOIIK  BCTAHOBICHO, IO mikapchkuii  3aci6 BBeseHo B YkpaiHy 3

AOTPHMAHHSAM BUMOT 3aKOHOABCTEA L1010 3abe3meueHHs AKOCTI JIiKapchKHX 3aC00iB.

I —
o O e,

: < VA KOKJz, 4 \
3acTymHnk Hauanpiitia BhyLny,
JleprKaBioi CItysk0H 3 IkapEhiix 3aco0iB

- ) e v e Fis - 3yb6apesa H. B.
Ta KOHTPONIO 38 HAPKOTHKaME y KUTBCEKIM %/[//
Ayt bE TR | T %

ofacTi i j J'=
N

r ~
L o
T

) \ > o . i CEE ) -
(Moca0Ba 0eoba DPLAHY-ACPIKABHOTO KOHTPOIIK) (mizmnuc) (iniiiany Ta npissuiLe)



Crp.1/ 2 Tiorama®Typ6o

£
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Comropapm @apmauoiitime Epuoiiraicce I'm6X, Himeunna
Innycrpimrpacce 3, 34212 Mencynren, HiMeuunna

CEPTUODIKAT AHANIZY

IIpoayxr: Tiorama® Typ6o
Po3suun nns indys3ii 1,2% no
50 ma Nel0 Bo dmaxonax

Howmep cepii:

20D114

3amosHuK: Bropsar ®apma,
Himeyunna, Kanesepurrpace
7, 71034, Brobninrex

Ilepeunna ynaxkoska:

CKJIO

50 mn ¢akoH s 10’ ek, TeMue

Cren. Ne:BL-165-4/02

JaTa BUrOTOBIEHHS:

Ilpunatauii no:

17.04.2020 03/2024
ITapamerp MeTon ananizy Cuoeundixkanisn Pezyabrar
1. 3oBuimuiii BHrIsAA, €cP222 XKoprysaTuii Binmnosinae
K0JIbOPOBicTH 3€JIEHYBaTO->KOBTHH
po3unH (Y3-Y4 ato
GY3-GY4)
2. IIpo3opicTn €P221 IloBunen 6ytu ITpozopuii
NPO30PHM PO34MH
3. MexaHiyHi BKJIIOUeHHS
- Bunumi Brmouenns Onru4nuii koutpons | IMpakrtuano sincyTHi | Bigmosimae

- Hesunumi Bknmrouenna | €D 2.9.19 210pum<6000 Ha . | 270 Ha dnakoH
=25um<600 Ha 1. 10 Ha dnakoH
4. O6’em, 110 BUTATYETHCH €029.17 50,0-53.0 mn 50,9 mn
5. BinHocHa rycTHHA €Db225 1,005-1,025 1,019
6. pH €Ch223 7,7-8,5 8,0
7.0cmoasipuicTs €D 2235 480-520 mocmon/kr | 508 mocmon/kr
8. InenTudikanis tiokrosoi | HPLC Binnosigae Binnosinae
KHCJIOTH
9. BmicT TiokToBOT KHCToTH | HPLC 570.0-630.0 Mr/50 599,7 mr/50 Mn
(BEPX) M1(95,0-105,0%) (100,0% )
10. Bunpo0yBanus na
YHCTOTY
-6,8-eniTpUTiOOKTaHOBA HPLC Maxke.0,5% <0,1%
KHCIIOTa
-BMicT HeBimoMux momimox HPLC ITixu oxkpemux 01 %
aomiiok: make.1,3% |

-CymMapHo Bci nikn: HPLC Mmakc.1,5% 0,1%
-3araJbHHiI BMICT JOMiIIOK HPLC Maxke.2,0% 0,1%
11. CrepuabnicTs €D26.1 Crepunsno Crepunbno*
12. Bakrepiaabhi €D 26.14 <6,0MO/mn <1,8MO/mn

CHAOTOKCHHH

*Konrpons ua Jlabop JI+C AT. Bag Boxser
IIpoayxr nepepipenuii sixnopinHo Ko Aoyl Ceponeiicbkoi Papmakorei,

V BHmymeHo

15 TpaeHr 2020

-nignuc-

faTa, nianuc, YnoesHosa}eHa ocoba 3 KOHTPO/IO AKOCTI

Ap. MaprTin lotxapar

/10 sy é PR /




Crp.2/ 2 Tiorama®Typ6Go

HMinTeeprxenns i Ceprudikanis

Ceprupikat BUIyCKY
3amoBHHK Bropear @apma I'm6X i Ko. KI'
Kanbsepmrpacce 7, 71034 brobninren, HimeuunHa
HOpoaykr Tiorama®Typ6o, pozumn s indysiit 1,2% mo 50 ma Nel0 so
dbnakonax
Kpaina, mo imnoprye VYkpaina
Peecrpauiiinuii Homep UA/1555/01/01
JozyBanus Anpda-ninoesa kucnora 1,2%
DopMa 103yBaAHHS Po3uun
Po3mip nakyBanus 50m1, dnakonu TeMuoro ckia, Tam 11
Homep BupoGHuKa 12-BL-166
Comodapm
Homep cepii 20D114
Homep 6asky 20D114
JlaTa BupoOHHUTBA 17.04.2020
Hpugarauii go 03/2024
KinbkicTs ymakosox 4 884 ynakoBOK B Li# cepii
HajimenyBauus Comodapm Papmanotitimne Eproiiraicce Tm6X Inaycrpimrpacce

Bnpoﬁﬂmca Ta aapeca

3, 34212 Mencyuren, HiMeuunna

Co.ruo(bapm niueHsia Ne

DE_HE_01_MIA_2018_0071

PesyabTarT anaisy

AHB. CEPTH(DIKAT AKOCTI

KomenTapi /
3ayBaKeHHS

Cepis Bunyckaerscs Bignosiguo no Jlonarky 16 €Y HBII

LIHM s nm'rBemey}o mo BCl BUPOOHHMHI cTazii naHoi cepn KiHIIEBOT'O NPOAYKTY Ol BUOyIIEH]
BinosiiHO no sumor HBII €sponeiichkoro Coro3y Ta BiAMOBIAHO A0 Peectpauiiinoro
noceinyenns (MapkeTHHIOBOrO Hoaaony)icpamﬂ MIPU3HAUCHHSL.

Cepis Liporo nponykty BUpOGISAETHCS Bi AMOBIHO 10 cnenm@ikanii, o MiCTHTHCS B
peectpauiiinoMy nocke abo niueHsii kpainu-BupobHHKa aG0 KpaiHu-iMnopTepa.

mHisxux 3ayBascens, axi MOIVIM 6 HEraTHBHO BILIMBATH Ha SKICTH [IPEnapary, He BUSBJIEHO

Menscynred, 18 TpasHa 2020 -Mignnc-

(YnosroBaxxeHa ocoba)

XaHc-Mopr Batrpoar




Higreepmxennst i Ceprudiranis
Ceprudirar Banycxy

3amoBHHUK Bropsar ®@apma I'm6X i Ko. KT
Kanssepmrpacce 7, 71034 BroGninren, HiMequnsa

HOpoayxr Tiorama®Typ6o, posunn gys iudysiit 1,2% o 50 ma Ne10 Bo
hmaxonax

Kpaiua, mo imnoprye Vipaina

Peecrpauiiinuii Homep UA/1555/01/01

Jo3yBauns Aneda-ginoesa xucnora 1,2%

dopma no3yBaHas Posunn

Po3mip nakysauns S0mn, dhnakoHu TEMHOTO cknia, Thr 1T

Homep BupoGuuka 12-BL-166

Comodapm

Howmep cepii 20M007

Homep 6anxy 20M007

Jara BupoOHHUTBA 06.02.2020

Hpuparunii Ko 01/2024

Kinbricre ynakopox

4 739 yImakoBOK.B Wil cepii

Haiimenysauns
BHPOOHHKA Ta aapeca

Comodrapm apmanoiirime Epiotiraicce I'm6X Inmycrpimrpacce
3, 34212 Mencyuren, Himeuunna

CoJunrohapm niveHsia Ne

DE_HE_01_MIA_2018_0071

PesyabTaT ananaizy

JMB. CEPTUPIKAT SIKOCTI

Komenrapi /
3ayBaKeHHs

Cepis BumyckaeTsea BiANOBinHo 10 Jonatky 16 €Y HBII

Dwm st ninreepmicyo, mo Haexena indopmauis € aBTeRTHYHOKO Ta TOuHOIO, Ll cepis npoayKTy
Gyna BUroTOBTIEHA, B TOMY THCJTi YIaKOBKa/MapKyBaHHS Ta KOHTPOJD SKOCTi Ha BHILE3TaJaHuX
BHPOOHAYMX CaliTax y HOBHIM BixmosizrocTi no Bumory HBII Micuesoro PEryJIATOPHOTO OpraHy
Ta cnenudixanii, 3asnaueni . 103Boni kpaiHu-iMnoprepa a6o (paiiny crieuudixanii mpoayxTy mst
ROCIiKyBaHOro NiKapcesKoTo 3acoby. 3anucu cepitinoi 06po6Ky, yIakosky Ta anaiisy Oynn
TIEPEITIIHYTI T BH3HAHI TAKUMU Bigmosigso no HBIL. '

mHisixux 3ayBakeHb, siki MOTIU 6 HETATHBHO BINIMBATH HA AKiCTH TIpernapary, He BHsBACHO

Menscynren,

13 6epesHa 2020

Hp. ¥Opren I'a6 — ITignuc-
(YnoBHOBa>XkeHa 0c06a)




Comodapv Papmauoiirinre Epuotirnicce Tm6X, Himeunna
Inpycrpimrpacce 3, 34212 Mencyuren, Himeuunna

CEPTUDIKAT AHANIZY

Mpoayxr: Tiorama® TypGo
Posunn ans jindysii 1,2%. 09
50 vt Ne10 BO draxonax.

Howmep cepii:

20MQ07

3amosruK; Beopsar apya,
Himeuunua, Kanssepmrpace
7, 71034, Bpobinren’

CKIIO

Hepeunnaynaosra: 50 Mr QUaxoH AJs JH €Ki, TEMHE
A

Crnen. Ne :BL-165-4/O_2 ZlaTa BUrOTOBIEHHS; IpunaTanii no:
06.02.2020 01/2024
Ilapamerp Meroa ananisy ‘Crenudikanis Pesyabrart
1. 3oBHimniA BUrIAA, €h222 XKosryBaruii Binnosinae
KOJIbOPOBICTh 3eNIeHyBaTO-KOBTHH
posunH (Y3-Y4 a6o
GY3-GY4)
2, lIpo3opicTh €D 22,1 Tosnwen byTu Ilposopwmii
IIPO30PUM PO3UMH
3. MexanivHi BKII0OYEHHS
- Bupumi BKIQUEHHs Onruuanii xouTpons | MpakTuuro BifcyTHI | Binnosizae
- Hesunumi simovenns: | €90 2.9.19 210um<6000 ra du. | 374 Ha PpnaxoH
225um<600 Ha o | O Ha dnakoH
4, O6’em, 0 BUTATYETHCH €D 2917 50,0-53,0 mMn 51,1 Mn
S. BignocHa rycruna €P225 1,005-1,025 1,019
6. pH. €P.2.2.3 . 7,7-8,5 8,0
7.0cmonsipHicTs €Dh2235 480-520 mocMmon/kr | 507 MocMoON/kr
8. ImenTudiranis rioxrosoi | HPLC Bignosinae Biznmozinae
KHCIOTH
9. Bmicr TiokToBoY kucsiorn | HPLC 570.0-630.0 mr/50 608,8 Mr/S0
(BEPX) mi(95,0-105,0%) ma (101,1 %)
10. BunpoOyBaHnHs Ha
YHUCTOTY ~
-6,8-eniTpHUTIOOKTAHOBA HPLC Maxke.0,5% <0,1%
KHCIOTA :
-BMicT HeBiZOMUX HOMIIIOK HPLC Ilixn oxpemux 0.1%
. ,L 7
Jomimok: make,1,3% .
-CyMapHO BCi mixku: HPLC maxc.1,5% 0,1%
-3aranbHuil BMicT 1oMiInox HPLC Maxe.2,0% 0,1%
11, CrepnabHicTn €D 26,1 CrepuiibHO CrepunbHo™®
12. Bakrepianbui €02.6,14 <6,0MO/Mn <1,8MO/ma

CHIOTOKCHHNI

*Kowrposs Ha JlaGop JI+C AT". Baa Boxner
TIpoayxt nepesipenuii Bixnosiaro no Ailouoi €eponeiiceroi Gapmaxomnei,

V BumymeHo

13 6epesHa 2020

-nignnc-

-

Aara, niapnuc, YnosHosaxeHa 0co63a-3 KOHTPOIO AKOCTI

KesiH Bopelitep




JAEPXJIKCITYXBA
}IEP)KABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMHU g S SRS _
Yy }IHIIIPOIIETPOBCBKIﬁ OBJIACTI .
Tlinpo, n1.Co6opHa,d, k. 601-605, 49005, Ten. (066)345417;
E-mail: dls.dp@dls.gov. ua,hﬁgs__/_/mg_l,s_g__ug, Kon €lIPIIOY 37 _70665 phrs

» BHCHOBOK _ -
npo fAKiCTh BBE3EHOTO B Yupahly Jmcapcbxoro 3ace6y

29122021 | : O, .N‘978041/21/04II o

TIOFAMA® TYPBO

(nalimenyBanHA ikapehKkoro 3acoy 3rifHO 3 PeECTPALIHHIM uocxizweuum)
Po3uun gan indysiii, 1,2 %, no 50 ma y ¢paaxoni; no 10 paaxonis pasom 3 3axucﬂumu
YOPHHUMH IiaKeTaMH Y Kopolui 3 KapToHY S

(dopma armycky, aozyaauuu, BAA. uauyaauuu mxapcsxoro 3a006y)

Homep peecmaumuoro nocsimaenrs UA/1 5 55/01/01 c*rpox ni peecmaulﬁuoro nocsumeuua 01 01 2099 i al

Cepis ikapcskoro sacoby Ne 20M007 | " Kinekicrs BBE3EHOTO mxapcbkom 3a006y 1946
Bupo6urk Comodapm dapmanoiTime Epuoiirnicce 'm6X, Hlmeqqnaa Jo gy
(HaﬁMeHyBaHHs BUpoGHHKa nikapcm(oro 3acoBy, kpaiHa néxomxcnﬂ‘si) E:
Boeseno B Vkpainy ToaapucTBo 3 oﬁmezlceuow Bianonma.nbuic'rlo "Ba}IM", memr Kox:
‘ ‘ 31816238

(Haﬂueuyaaunu Ta KOX 38 QIJ.PI'IOV lOmeu‘-lHOI oqoﬁu abo uptsaume iM'4,. 110 6a'rm<om
isusnol ocolu - nianpuemuy, ¥ Micue npoxmnauwl T@ peecTpawifHui HOMep 061111(0501
Kapﬂm NIaTHHKA NOAATKiB abo cepia T4 HOMED nacnop'ra)

TpoToxoa Bi3yanbHOro KOHTPOIIO BiA 28.12.2021 Ne 03-01/4505/6.

3a pesynbTaTaMH AEPKABHOIO Kompomo BC’I‘aHOBJleHO, mo mxapcbmﬁ 3a016 Bueseno B.. pramy 3.
JAOTPHMAHHAM B1MOT 3aKOHOAABCTBA LIOAO 3a6e3neqeum AKOCTI mxapcsxux 3aco6m ; ‘

Havarsauk JlepxaBHoi c1yxOu 3

JKapch a KOH ' E ¥ L
PCBKHX 3ac06us T Tpomo 3 : [Onis OBUAPEHKO
HapKOTHKaMH y BCBKlﬁ - % 2 i
obacri / : o et
(rocanosa f w) - (minoud) / » : (lmula:m Ta nbiaﬁume)

.1// 6‘\5‘"
& s (on?’,)@/
/903!"8 x\\f"/ <

s

Caitnana Bouapuikoa +38(066)345-41-71 -



. JEPXKABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHA
Y THINPONTETPOBCBHKIHN OBJIACTI

Ouinpo, w.CoGopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €IPIIOY 37070665

BUCHOBOK
npo sikicTs, BBe3eHoro B YKpaiHy JiKapchbKoro 3acoly

30.08.2023 ' : ' Ne 32094/23/04

TIOTAMA® TYPBO

(HalMeHyBaHHA NiKapchkoro 3acofy IriiHO 3 peecTpauiifHuM MocBiAIeHHAM)
PO3HHH A8 indys3iit, 1,2 %, mo 50 ma y daaxoni; no 10 ¢pnaxouis pa3om 3 3aXHCHEMH
JOPHHMH NMAKEeTAMH Y KOpoOIli 3 KapTOHY _

((hopma BHMOYCKY, AO3YBAHHA, BUJ NAKyBaHHA NikapCbKOro 3a006y)

Howmep peectpaniiinora nocsizaenns UA/1555/01/01 crpox xii peectpauifiroro hocnim{eﬁm 01.01.2099

Cepin nikapcskoro sacoby Ne 30418A KinbkicTh BBe3eHOTO Jikapcbkoro 3acofy 1445
Bupo6HuK Comodapm @apmanoiitime Epriofirnicce I'm6X, Himeuurna
(HaliMeHYBaHHS BUPOOHHKA MiKApPCRKOro 3acoBy, KpalHa DOXOMKEHHS)
Beeseno B YkpaiHy TosapucTso 3 06Meskenor0 Bianosinaapnictio "ba/IM", inent. kox:
31816235

(safiMeHyBaHuA Ta koA 3a €JIPTIOY opuanynol ocoGu abo npizenuie, im's, no 6atbkobi GisniHol
0coGH - mianpuemus, 1T Miclle TPpOXUBaHHA Ta peccTpallifinuit Homep 00IiKOBOI KAPTKH INIATHHKA
HoAaTKiB a6o cepis Ta HoMep nacnopTa)

| TpoTtokoa BisyansHoro kontposo sin 30.08.2023 N 07-01/1795/1.

3a pe3ynpTaTaMH  JCpP)KaBHOI'C KOHTPOJIO BCTAHOBJEHO, WO JHkapchbKuif 3aci@ BBeseHo B YkpaiHy 3
DOTPHMAHHSAM BHMOT 33KOHO/IABCTBA MO0 3a6e3neuentis SKOCTI iKapChKUX 3ac00iB.

B. 0. nayansuuKa JiepkaBHO1 ciry)0u 3
NiKapChKHUX 3ac00iB Ta KOHTPOIO 32

. ‘ o €rop BOJIKOB
HAapKOTHKaMH ¥ /I HLGRAESEPOBCHKIN
obmacri ;
(nocaznoBa 0§ U/ (niamnuc) (ininianu Ta npi3eUILE)

Konropmikosa IOmis +38(066)345-41-71



Crp.2/ 2 Tiorama®Typbo

IMiarBepaxkenns i Ceprudikanis
~* Ceprudixar Bunycky

' 3AMOBHHK -

_ I-Elwpnar dapma TM6X i Ko. KT |

nnp'oﬁnmca TH AIpeca

kL Gbiordienn-Ane 24, 71034 brobninren, HiMewanra
| Hpoaysr Tiorama®Typ6o, posunn s iHysiit 1,2% no 50 ma Nel0 so
: ' hnakouax
Kpaiua, moe imnoprye VkpaiHa
PeccTpaniiinuii Homep UA/1555/01/01
JHo3ysanus Ansda-ninoera kucsnora 1,2%
DopMa FO3YBAHHS po3YHH A 18y3ii 1.2%
Po3mip naxysanun 50mu, hbaakoHH TEMHOTO CKia, Tvn 11
Homep snupobunxa 12-BL-166
Conwdapm
Homep cepii ; 30418A |
Homep 6anxy 30418A ..
JlaTa BHpoGHMUTRA 18.04.2023 ©
IIpnpaThuii 8o 03/2027 :
Kinbicicrb. ynaxosok .. ... | 3225 ynakoBok.B Lijicepii. ... .
1 HidiNieinyBanns Comodapm’ ‘bap&lauoi&nine Epu.onrﬂlcce I"MGX Iﬂnyc"rplmrpacce

i

3 34212 Mencynriea, Hii Meqquua

C&ﬁmfdmnu Aiyensin Neo

T TR T T Tin
T P, ¥ 3

DE"HE01'MIA: 2018 0071

PezyarTar amumy .. .1 JIMEB. 'CépTHDIKAT AKOCT] :
Koseénrapi/ * Cepls BunycxaeTbca BLAMOBIAHO KO )Io,ua'rxy 16 €Y I-[Bl'l
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Ctp.1/ 2 Tiorama®Typbo

Comodapm Papmauoiirime Epuoiirnicce I'm6X, Himeuuna
InnycrpiwTpacce 3, 34212 Mencyarer, Himewunna

Cepruixar fkocri

HOpoaykr: Tiorama® Typbo
Posuur ans indysii 1,2% no
50 mn Nel0 so drakonax

Homep cepii:

30418A

JamoBnuk:
Bropear Papma I'm6X i Ko. KI'

TlaxyBAHHA NEPBUHHA YIIAKOBKA!
50 mn pnakoH ANA iH exuiii,

dmordena-Ane 24, 71034 Brobninren, Himeysmna TEMHE CKNO
Cneu. Ne:BL-165-4/02 Jara BUrOTOBNCHHS: [puaaThuit no:
18.04.2023 03/2027
ITapamerp MeToa ananizy Cneundikauin PetyanTaT
1. 3oBHimuiii BuranD, €p222 XKosrysaruit Binnosinae
KOMBOPORICTHD © - - - o [t *.+ | 3eneHyBaTO-XKOBTHI
PR G Bk e BT Caty B s e poauns (Y3-Y4 abo
GY3-GY4)
2. Ipo3opicts €D 221+ 5 | Nopunen ByTu IMpo3opuii
npo3opHM pO3YMH
3.:MexaniuHi BICIIOYEHRA - L H B Es Pl
" in:. Bupmumi Bkmodenns - || Ontuunnil xontpons | HpakrnuHo BiacytHi | Bignosinae
2t -‘Hennnumi BKmoueHns || €0 29,19 210um=<6000 1a ¢n. | 1504 Ha pnakoH
: 225um<600 Ha'dn. - | ~ 34 na dbnakoH
"4 Oﬁ’cu. mo nu‘rm‘ymcn €P29.17 50,0-53,0mMn ¢ - ' 50,9 mn
5. Bmuocua rycmﬂa | ED 225 1,005-1,025 1,019
16.pH - - lep2.23 7.7-8,5 : 8,0
7. OcMOARABLHICTD _ | €D 2.2.35 480-520 mocmour/kr. | 502 MocMon/KT
8. [neu'mabilcauin tiokTtosoi |HPLC = . . NO3UTMBHWA . . . | noauTurHwit
KHCAOTH BB Sedl . I T
9. Bmicr- 'nox'ronol KUCAOTH IPLC - =~ | 570.0-630.0 mr/50 | 601,4Mr/50 Mn
(BEPX):+ : gy 2 Pwmn(95,0-105 0%) {(100,2%)
10. Bnnpoﬁynanun HA // % s ”@\ A
YHCTOTY &/ 10 o\
-6,8-eMi TPUTIOOKTaHOBA P : Nﬁ@:ﬁ.ﬂ.S% < 0,1%
Xdenora. .. . R N A
| *BMIET‘HCBMGMHX nomuibx il i Svi gzl OKpEMHX 01%
; - e A & mofimox: Make.13% | ¢ -
-CyMapHo-Bci MKH . e HPLC\\‘{J N ".\"".‘ faxc.1,5% 0,1%
{ -3araNbHHHA BMICT JOMILIOK HPLC . —— | Makc.2,0% 0,1%
115 CrepuispicTs s 20 . €0261 CTepHibHO CrepsuibHo*
12, Barépiaeni e ol €¢2 614 <6,0MO/ma < 1,8MO/Mmn
EHADTOKCURM ; :

Veryur.no _

" *Komrposms na JlaGop NC CE+C0 Kr Sa.q Eou.ne'r ". '
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