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JEPXKIIIKCIIYKEA
AEPKABHA CNY¥XKBA 3 JIIKAPCI:K!:IX BACQBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH ¥ KUIBCHKIH OBJIACTI

npociiexT Bastepia JoGanosenkoro, 51, M. Kuis. 03110, ren/daxe: (044) 363-06-30
E-mail: dls.ku@idIs.gm'.ua.m;pﬁs:;-’,f\\-'\y§)§"_.gl§_.goig;1. Koz €JIPTICGY 37078774

BHCHOBOK
PO AKICTL BBE3EHOI0 B Ykpaigy aikapeskoro 3acoby

18.03.2021 Ne 11276/21/1011

TAHTYM BEPJE®

PHERMCHYBaHHS JIKEPCLKOTD 3acady Iriipo 3 PEECTPANIHHNM OCRIAYeH AN )
CIpel 18 porosol nopozuunm, 1,5 mr/sur o 30 sy daaroni 3 Heby.1akizepom; ro |
d1akony v kaprousii Kopobui

tthopma sunycky. AOIYBEHHS. BHIAKYBAHAR KapCLKOrD 3acody)

Homep peectpaviiinore nocaiavenns UA/3920/02/01 CTPOK 1if peectpauifinoro noceigvenns 26.10.2020)

Cepis nikapekoro sacoby Ne 1942 Kinexiers Beeseroro aikapeskoro sacoby 69096

Bupoduuk Aziznae Kiaige Pivrire Amskexini DOpanuccko A K.P.A.O. C.nA. Iranig
(HIMeHYBAHNS BHPOOHIKS TIKAPCEKOIO 3800V, KPaiHa MOXOIA oA )

Baeseno B Vipainy Tosapnerso 3 06vemenon BinosigaasHicTo "TIJTEO GAPMA",

izenT. kon: 36691994

fralMenyRaing 1a k01 3a €JIPTIOY lepraniiol ocodu ado npisaulie. iv's. 110 GaTERORL ARHETEY

OCOBH - nimpreMia. i1 Micue NPOKHBARHA T4 peec pautifsuit Hovep ofaikoso] KapTKH I1TaTHHKS
f0AdTKIB 260 cepia 1a woMep nacnopTa)

Mpororon siyyansroro routpomoe sia 15.03.2021 N 0685/10.

32 penysnTatavM  aepwasHOro KOHTPOMO  BCTAHOBACHO. MO rikapchkui  3aci6  BReteNo B Vipainy 1

AOTPHMAHHAM BumMor sakoro1ascTaa WOA0 Jade3neueHHR SKOCT] NiKapChKUX 3acoBib.
el A

© Onexciit COTOPAN

3actynnuk navatsHka Coryxdu
tiniians Ta npilume)

{mocanona ocona OPTagy ACpKaRHOIo KOHTPOIIO)

M.I1.
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{#a 6aauxy komnas w AHKETIHIR]

{Wraun "KOIS BIATIOBIAAE OPHITHAY

BWIAHA BULILIOM JASEINEYEHNA AKOCTI)

CEPTHDIKAT AKOCTI Ne 12012716

Mpoavkr . - y .
FAIITYM BEPJER (TANTUM VE RDER), cnpeit 1as porosol
nepomiing L8 vriva, no 30 wa y daakonia nefyaadizeposs: no | paskony
¥ waprouniit yosxorui
(Alikrit pevoswe: 100 amn enpeis scmsmy 0,45 2 GENINUAsIY AOPoXI1apUAY)

Cepis Me 1942 j[!u_\‘rpéunuﬁ K02 !3‘?4(’13i
2 1OBear sHm Henor e
Jata sipobisiutaa Sitnens 2020 epi s 1300 560 s navonok
jcepi
Tepsin npuaatuoct Aanaenn 2024 ‘
Kpaina-supoSunx: Iranis
Peccrpauniine nocniauenss Yrpaiun New UA3920.0210)
Haina napaverpa CIHEHH®DIKAILA Penintarn
I [Tposopa Geadapsia piaKHA 3 THIOBIN M 87111
Jomuiwnili Burasa (einyaqeno, OPeanOIEnMUNO) pasop paua :\ :1}.{;\11 L Bianosinae
1K
H fhomenyiosempnynin) 5370 0.6
OF'eM nanosuenns® (Dir'76:21 1/.CEE) He senwe 30 sz D IR wa
Oauopinmcts sacn (Bpum. aps. sonozp, . . : .
o P b C_ L Lo ARG, " Binesiako 10 Bputancskoi Dapuarornei Branoniaac
OCEHTHOGMIN CNPIEiT IR POMOEO! nopasicaunu’j
lacutudirauis
benmaasny niapoxaopusy (BEPY viemod A 6o
: e Monruona Biannn ac
BEPX wemod 8 Cap. hapu. ? 2.29)
Mc'ru:::mpariapoxruﬁcnaoar_\ (BEPN seemos 4 T B
abo BEPN vemod B €ep. dapa. 2 2.29) I DR
Tect ta uncroryt+
Laewradinosana novimka I-6z2n3na-1H-inza300-34 HE BIabiie 0.2 §11H0CHO GEHIHIANIEY 11 ADOxIOm, iy -
an (AF 956} (BEPY Cap. ®apu, 2.2.29) ARy HAMIHY nApONaopa
Byas-wka ie lzeHTHdIKORaNa norwixa (BEPY = _
i #2 Ouamine 0.2% arigocko OERTIASMIHY L1PONIOPHIY b
Esp_Papar. 2.2.29)
Cyma aomiwoes {BEFXN Cop. @apy. 2.2.29; he Huabie 1.0% niahocto Bennaasiny ¢ AN OpILTY .
Kinskicie sisnavenus
Eell)lfﬂa\!ll{_\‘ r1ﬂ;?os;qop;s5}- (BEPX semod A ado 959 - 103% 99 8o,
BEPX aemod B Cep. dapw. 1.7.29)
!\.-1em:ma;?ar|:tpoxcnﬁcumnn (BEF‘\'.niemo(}A 959 _ 1150, 100 9%,
afio BEPX wemod B Cep. ®apy. 2.2.29)
Mikpofiiooriang aucrora:
Jaransna KinekicTs acpofuux MIKPOODPTaHiZs A 3
<i0° KYi <l K ;
(TAMC) (€op. Pap. 5.1.4. 2.6.13, 2.6.13) R fiilcni LK¥Osn
JAraanHa KITRKICTH APIKIAORINTICHABIS
rpubi (TYMC) (Cap. Papm. 5.1.4, 2.6.42, <10' KyOam <1 K¥O'™a
2613
Pseudomonas acruginosa*** (Cap @apu. 504, .
BIOCY THA (B | ma) BLICYTHH (B | A1)
2.6.12.26.13; : E
Staphylococcus aureus** {?ﬁj}. Papat. $.1.4. RLATY g (n { a) BUECVIHA (8 | owm
26422613 o ' LR
* Teer ntposoninTscs 8 npouea BUpaGHUUTEA | He BIAOGPaRACTLCR ¥ Ceprodhivan anamy

** Teer nposoanTsCca N vac MPOIECY BAMNAALT Ta AHEYEHHA TTAGINLHOCT

*** Tecr npopoasuTees auure ¥ BHAAIKY, AXLO GY/10 BHABICHO ROJOHIEYTRODIOI SABHNL GAXTEPHHl TA APIKAROB X AICHEBIA rpudia
3assa nno cepradikauiio:

Usns 2 3acsinuyio, wo naseacna aywe THHOPMRLIR € A0CTORPHOIO Ta TouHoK. LK CEPID NPOAVKUIT 6Y10 wiPOSILHO. DKM
NAKYBAHHA/MAPKYBAHHA T2 KOHTPOIR AXOCTE, 48 3a3Ha%e R ABRILN Y NOBHIE BULNORIAHOCTI 3 BiMOTaMH GMP. BETANOUAR MM
MICUEBHM PeryASTORHIUM opranom Franificssa apsagearina areuis (AIFAY, a Takox Biznosno ao creunhixai, wo
MICTATBER Y PCCTPALITHOMY 20CDE. TTpoTOKO/N BHPOSKANUTEA, NAKYBAHNA T2 AL 118 GYA neperasHyTo Ta peTaHosALNO
BianosiznicTs GMP

Yuosrosawena ocoda
Cepin cxsatens i 1onvinena 10 peaaizanil Pobepio Maiiam
Anlkona, M4 aunens 2020 p [ranuc)
[thasn “Ancuae Kinve Preurre
ANKEAHI DPAHYECKO -Cn A AKPAD
Bia Hexxio aea Thinoxxia, 22-
HOIGD AHKOHA®]
Aicuae Kivike Pivmive Awweaini @panscecno A K JLAD, Con A
{Huensin na supobuiniino Ne uM - 10772019, cepradinar GMP Ne ITA&4/HDI9)

Hopsanuna aspeca Aapeca swpodnuxa Tea =30@70 809
Biare Avear. 70 Bia Bexww 2ea Minokxio, 22 - Daxe ~IFHT IR 06 20
ODIE - Pusi (RM), Trane 60100 Awnxora tAH). [tams

ﬂ?ﬂ(&rﬂl woBEE 20 3p 03 40
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Az

JIEPJIIKCITYXKBA
AEPHKABHA CIY)KBA 3 IIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUTBCHKIN OBJIACTI

npocnexT Banepis JloGanoscbkoro, 51, a. Kuia, 63110, Ten/taxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.eov.ua, Koa € APTIOV 37078774

BHCHOBOK
npo SKiCTHL BBe3eHOro B YKpainy JIIKAPCLKOTO 3aco6y

17.11.2020 Ne 60051/20/10

TAHTYM BEPJIE®
(rafiMeHyBauus aikapeskoro 3acoBy 3rizHo 3 PECCTPALL HHEM HocRLIMCHHAM )
CHpeH VIR POTOBOT MOPOKHUHH, 1,5 Mr/mu no 30 Mo Y $aakoni 3 Hebyaiizepom; o |
$aaxony y kapronmiii kopo6ui
(thopma Bunycky, HO3yBaNHA, BHA TlakyBaHHR nikapchkoro 3acofy)

Howmep peectpauiitnoro nocsizuenns JA/3920/02/01 crpok mii peecTpauitiroro nocsimmenns 26.10.2020
Cepia nixapcbkoro 3acofy Ne 1961 KimbxicTs BBe3eHOro Mikapesxoro 3acoby 24

BupoSumk Asienzie Kimike Piynite Amkenini ®panuecko A.KP.A.®. C.mA., Itaris

(HaltmeryBarua BHpoGHUKE TiKAPCHKOTO 3aC06Y. KpaTHa NOXCAKEHHS)

Breseno B Vxpainy Topapucrse 3 o6mMexenocw siznonizanbnicTo "IIJIEQ ®APMA",

izenr. kom: 36691994
(safiMeuysanHs Ta kox 3a CJIPTIOV sopsawsol ocoby a6o npissuine, iM'a. 1o Garsicosi (hirkuncT

ocoGx - mianpuemus, 1T Micile NpoXHBanHS Ta peccTpauiftumi HoMmep 06IIKOBOT XApTKH NAaTHHKA
NOAATKIB a0 cepin 7a HoMep nacnopra)

Hporoxon eisyansuore kourpomo sin 09.11,2020 N 3831/8.

3a pesynbTaTaMM IepKABHOIG XOHTPOJO BCTAHOBIEHO. IO nikapcekuit  3aci6  smezeHo B Vpaiwy 3

ﬂOTpHM&WW 32KOHOJABCTBEA 10A0 3abeinedenns ax DCTi NIKAPCHKHX 38C0BiD.
TRP AT S z
B VKD, 5 N
'\}-Qﬁ\\tﬂ‘.i’-ﬁ :‘j? ;7 > 5
ST TG :{2’ . Y
'ﬁat;anbﬁkm‘fgn)@xﬁn
g bl AR 2

- Ounexciit COJIOIPAM

(niganuc) {idiniand Ta npizsmuc)




[112 Baamy xomnasn  AHME M

[Wiramr "KOMTIA BIATIOBIAE OPUTIHAAY

BHAAHA BULUIOM 3ASEIMEMEHHA AKOCTT]

CEPTHUDIKAT AKOCT! Ne 12015001

MponyxT:
TAHTYM BEPJET (TANTUM VERDEW), capeit aan poiosoi
acpowHnar LS vr/sa it 30 v v daaxoni 3 nefivanitiepos; no | [ REUSTIA
¥ Raprouuiil yoaxonni
(Aiout pevogine: 100 yx cnpen sucmams 1,15 ¢ Benzndannn s0pox Pty

Cepia Ne: 1961 By iprutniii koo 1294A3
Ofcar oo

Nata supoGunursa: Cepnienn 2020 ) K;‘Lm BATY LieHo: 128 352y naRoank
cep

Tepmin npuaarsocT Cepnenn 2024

Kpainar-aupobuux: lranis
Peccrpauiiise nocsizuesna Yepaing Ne: UA3920/0240)

Hagsn napamerpa CHELHPINA LIS Penantats
Jomniwkiit BUrasa (einyarsio, opeanoaenmiring, Fcidpe B4 par :::,‘:;" PRI T Branowiac
pH (nomewiionempuuro) 5.3-7.0 64
O6'cy HanosHerua® (Dir/76/21 /CEE) He wenue 30 va 3018 ya
(o) i i :
"mmp!nmcn Macf‘ {Bpum, Dapar; ponoep. Bianomiano q0 bpurancuko! hapmasonei Branonnac
Bewaudamin cnpeit 418 pomaeot nopoxcuum"}
Iaehtudikaunin
BeranaaMisy riapoxaopuay (BEPY memod A abo N
BEPX memod B €gp. Papy. 2.2.29) Hosnrhena BB
MeryanaparinpokcnBensoaty (BEPX semod A Flssisiais =S
abo BEPX wemod B Cap. @apm. 2.2.29) o He BHnghrIar
Teer 1a uncToTY**
[newTudixosana gomiwxa |-6eHana-1H-innazon-3 . "y .
on (AF 956) (BEPY Eep. Pap, 2.2.29) He Giapiie 0.2% BianocHO SeHIKAAMINY FLIPOXIOPILIY
Byie-ska ne inenrn(ixosana aomiwixa [BEPY He G1ab1e 0.2% BLIIBCHO GeHInaamisy FiAPOXIOPIAL w
Cep. Papm. 2.2.29) ia it ' SR :
Cywma nomimox (BEPX €ep. Papa. 2.2.29) e Binswe 1.0% RiaHOCHO Berardariny FIAPOIOPILY ik
Kiasxicne suinagennn
Bensupaminy riapoxnopuay (BERX memod A abo 9595 1050 G
BEPX memod B Csp, Gapa. 2.2 29) S G
MetunnapariapoxcuGensoaty (BEPX memod A 959 _ 1047 0g 30
abic BEPX semed B Cap. Gopne. 2.2.29) Cem e ra
MirpoSionoriana ustcrora:
3aransia KIABKICTh ASPOBHUX MIKPOOPTaHIIMIR 10 VO S

< i . 2.3
(TAMC) (Cap. Dapy. 5.1.4. 2.6.12. 2.6.13) = W P
3arasibHa KiAbKICTh ADIKAKOBHX/MAICHIRKX
rpubis (TYMC) (Cep. Papa. 5.1.4, 2.6.12, <10' KYOas <1 K¥Owa
2.6.13)
Pseudomonas acruginosa®** (€ap. ®apa. 5.7 .4, o ) )
2612 26,13 suIcyTHE (8 | M2l sE3CYTHR (B | a1y
; sA®

§!§p}1§10;2€;3ljs aureus (EgpDlpar: Sk, BIACYTHA (8 ] M) BUACYTHM {0 | st

* TecT npoBOOHTLCR B TIPOLEc] BRPOGHIUTEE | HE BIAOBPAKACThCA v Ceprubixari asany

** Tect NPOBOAWTLCA M1 YAC TPOLIECY BANAALIT T2 BERUENHH CTABIINHOCT:

*** Tect IPOBOANTLLK NKIWIE Y BHAAAKY, RKILO BYII0 BHARIEHO KOIOHICYTBOMIOKNT DRI Dartepiil 1a gNAIROANX BIICHARIY S5
3as38 nipo ceprHdixauito:

Lium A 3eceifuylo, MO HABRAEHA BHILE [H(OPMALIA € AGCTORIPHAIO T2 TouHow Lo cepiio fpoavkin 6310 supedaeno, srnogayn
NaKyBAUHA/MAPKYBAHHE T8 KOHTPOMNE AKOCTI, Ha JA3RAYEHIN JBHMLL v $0BHIT BLINOBIAROCT! 1 shstorastit GMP, sorasonsenis
MICUEBUM DETYASTOPHHM OpraHos [Tanificeka (papyanentnusa aresins (AIEAL 4 TAKOK BIZNOBIIHO 10 CrleusgnaLis e
MICTATHCSE ¥ PEECTpAUiAHOMY 2oChE. TIPOTOKONN REPOBHUILTSA, NAKYBAHHA T4 aHAN T8 5y20 NEPerAAHYTO T3 RCTANGRIACHQ
sianosissicte GMP

¥ noaHoBaxeHa ocoda
Cepint expartera | ronymena ro peaabanit, Pobepro Maiiam
Antkona, 21 sepecua 2020 p. frunng |
[iklrasn “Asicnse Kiuxe Prosnre
AHKEAIHI @PAHUYECKO - Cn A AKP A D
B2 Bexxro : Imoxkes, 2
BEI0D AHKOHA™

Aziense Kimine Piysite Amxeninl ®panuecrko AKP A D, ConA,
(Misentin ua erpodusiersn Np adl - 10772019, ceprudinnt GMP Np [T/164/H/2019)

Aol

¥

HOprnuuna anpeca Aapeca Bupobrnxa Tesx +39071 RGS!
Biane Amena, 70 Bia Bexrio 2en Mikowxn, 22 - Paxc +104G71:286 90 70
BRI ~ Pum (RM). bramm 631C0 Aukowa LAH), Fraam

Qo on. w075 b0 29 19.8000
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Republu: of:Lithuahia’

Velvirla str. 1348, LT"46353 Kaunas;

Fhone (370-37)22 67 25; fax:22 3696, e-man' santontka@santomka com

L o BATCH CERTIFICATE ‘No. 03- 122»—1 . dated ;6 Ig-QQ;Q =
CFPTI—’ICDIKAT CEPI{ JUKAPCEKOTO SACOBY Ne03:199:19 pin 1612-2 0

: Name of pmdruct ]

TENOTEN FOR KIDS

Howep peeerpanifivoro noceinewin

1 Hazsa npoayiait _ | TEHOTEH ANTAYUN
_ -+ | Manufactoring country | Hthuaria .
Con | KpainaseipoBiuk _ - Jlirrea
- - Marketing Authorization Number | uasssssjor/oi

strengthl Potency

CHna ni/aktuesiors, -

,Active substances

L [0k pedosnnn

|1 tablet contains. affinity punﬂed ant:boa‘tes 0. bralnspeciﬁc S-100 protein:
e ixture of homeopath[c dilutiohs €12, C30 ‘and C50-- 3-mg

oI 1 Tabnétka micTiEL aHTHTIAG ,tw Moaxocneumhsqnom Guuca S-100° ar]:umo

2

i ‘OHHIUEHI: OYMill TOMEGNATHY iTHX PO3RERSHE C12 C30 a4 C50~3 Mr -

Dusage"foﬁﬁ .
Jligapeska-popsa

Tablets.
| Taénerin

- | Package size and type
iPoanup Ta THE: naxoaaimﬂ

20 tablets'in: Biister, 2 biisters in: cardboar'
: ﬂo 20 rdbnEiok -y Gnrcmp: ng. 2 6mc'rep11 y Kap'roum:‘fi Kopoﬁuz 3

ack with - marking in:Ukrainiar.

Batch number
,Hm«ep cepit - T

| 4961119

i imapxynauuﬂm y}cpamcmmo MOBOIO..

1 P

o Batchisize’ (packages)

N

- (Visyal exam(natlon)

; vsis
B Paaym'ra’maﬂamm ol e
g . Tests Spacific&itlonsr
TlokasHeuen ' e Busora:
E Dascrlptio ' --White to of’f white, round, ﬂat faced

. TENOTEN KID on- the other ﬂat sides

’Haﬁeceﬁe Hanm'; TENOTEN KID.

‘edge, scofed: tablets with no embossing on th tat
sone. scorgd -flat: ‘side -and: -embossed with; Fl;

HEHECEHO: HCKY, “HA | thoMy TETOCKOMY 60:11"-

mmomy n.r!ocxumy Gl HUHECHHE - :
mmm\fy rmocrcomy Gorﬁ HaHeceﬂo HaHHC:.'

preciphate ls formed)

S ;}_lmcua‘ “peaxuin Ha . makrosn _Monoriapat 3.
| midrosmapmpamutin
] O]amKeB0-UEPROHOTO KONLAPY).

pozuunox P (ocan

for “lactose- monbhydrate. ':
solution R (orange-red :

- ‘Notgreater than-15 min.

He Ginguie 15 xnimr..

\ b‘@)r;u,“m\" =
R ia a
faouth o

(D0 o0 w2 Q31 o 17 12,22

e average mass-of the tablet, shcmld be: from

BATCHCE’R" _.rm:A E No.

Page 1 of 2
Cmopmha 1s _2' ;




.| Oanopianicts mack

: ﬂzs5gtoo315g

: M:cmb:o!ogicai

|- guafity 5,
Mmpoﬁlmﬂonlma 5
‘yuctoTa, oy

EE ZBaram,He IBHeno aepoﬁnnx :

= Total yeasi_‘s and- mould‘s count (TYMC)':-‘ not' :
.| dreakerthar 10X CFUjg - . z
- |-=Absence of Escherlchla C0|I iir} 1 g

TAMC < éoigérﬂggf'{@o-.a- 'y ]

r'r."m'c*& 50 CFUTG (RVO s 116y e

[ Comments.

| Koméurapi- - -

{ Certification
Statement
. | 3aseanpo oo
i 'cemn@mauno- i

| Hizimic ocoby; AkaBiAANE
O3B HEL BUDYEK cepil -

| Date'of slgnature
~Hara pisnucadss. -

1‘1- :
X &b.'&
,\ ’eoma

T et )



: | AEPXIIIKCIIYXXBA :
%I[EP)KABHA CJIY)KBA 3 TIKAPCBKHX 3ACOBIB TA KOHTPOJIF
? HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

: npocnekt Banepis Jlo6anoBcskoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPTIOY 37078774

03A

. 'BHCHOBOK |

- Tpo sIKiCTL BBe3eHOro B YKpaiHy JiKapchkoro 3ac06y

21.02.2023 | - N708923100
. | o

TAHTYM BEPJIE® |

: (uaiiMenyBaHusa nikapcbkoro 3aco6y ariaHo 3 peecTpauiiftHam nocnumeHHxM)
cnpeii ;15 poToOBOi NOPOXKHHHH, 1,5 Mr/ma; no 30 M y daakoni 3 Heﬁy.namepom,
¢nakony y kapToHHii kopoOui {

no 1,

(dopma BumyCKy, 103yBaHHA, BUA NAKYBAHHS JTiKAPCHKOrO 3ac06y) : l

; Homep peec*rpamifmoro nocsiguenns UA/3920/02/01 CTPOK Jii peecTpaniiinoro nocnmquHx 01.01 20?9

‘ Cepm mxapcskoro 3acoby Ne 2177 Kinbkicts BBe3eHOrO mxapcucoro 3acoby 22776

‘ énpo _— Asienne Kimike Piynite Amxenini CDpquequ A. K P.A.®. C.n.

*

\ Itanis
‘ (nadiMeHyBaHHA BUpOGHUKA NiKapCHKOro 33006}',1 KpaiHa MOXOIKEeHH) ‘
: ﬁmeﬂo B YKpainy ToBapHCTBO 3 06MeKEHOI0 BIAMOBIIANBHICTIO "IHJIEO (DAPMA"
f inent. kon: 36691994 :

'bKOBI!

(HafiMenypanna Ta koA 3a €/IPTIOY ropuamusoi ocobu a6o npi3BHIe, iM'a, no 6at

dismmof ocobw - mianpreMus, i Micue npoxuBaHHA Ta peecTpauifHmii Homep oancoaon

KAPTKH IUIaTHHKA NOAaTKiB abo cepis Ta HOMep macrnopra)

i

(
: Hporoxo.u BisyanbHoro kontpoumio six 17.02.2023 Ne 0483/4.

3a Pe3y/bTaTaMH [IEPXXABHOrO KOHTPOMNIO BCTAHOBJEHO, WIO JiKAPCHKHMi 3qc16 BBE3EHO B VK
j ﬂOTpﬂMaHHHM BPIMOI‘ 3aKOHOJABCTBA WIOJO 3a6e3neyeHHs AKOCTI NiKAPCBKHX éacoﬁm

e

)
|
o
B

| : i
|

painy. 3




fia Gnasky xommasit «AFDKEJITHI GAPMA»)

[Wamn "KOTILA BITIOBIIAE€ OPUITHATY
BHJAHA BIJIUTOM 3ABE3MNEYEHHA SKOCTT"]

CEPTUOIKAT SIKOCTI Ne 12223247

IT : ) i
RORYRE TAHTYM BEPJE® (TANTUM VERDE®), enpeli 1,15 poTosol nopoxsmsin

1,5 mr/ma, no 30 ma y ¢uiaxoni 3 neGynafizepom; no 1 prakony y kapronuii

ynaxosui
(Liroui pevosunu: 100 mn cnpero micmams 0,15 2 Genzudaminy 2idpoxnopudy)

Cepis Ne: 2177 BryTpimniit koa: 129463
JlaTa BUpoSHHUTBA: I'pyaens 2022 g(::i: T Buuymenol 130296 YNaKoBKH
Tepmin npraaTHoCTi: JIucronan 2026
Kpaina-supobunk: Itanis
Peccrpanitine nocsinaenns Vipalun Ne: UA/3920/02/01

Ha3Ba napamerpa CHEIUPIKAIIA Pe3yabTaTH

. 2 9
3osuiunHilt BHranan (slzyansuo, IIpo3opa Ge3bapBHa piaMHa 3 THIOBHM M’STHHM Biaostaae
opzanonenmuuno) CMAKOM ;
pH (nomenyiomempuuno) 5,3-7,0 6,3 i
06'em nanonnenns* (Dir/76/211/CEE) ‘ He menmie 30 ma 30.19 ma !
Oanopinnicrs M"_',' (Bpum. ®apx. nonocp. Birnosiano o Bpuranchiol ®apmakonel Biznosizae
"ben3udamin cnpeit oan pomosol nopoxcuunu”)
InenTudikauis
Bensnnaminy rinpoxnopnny (BEPX memoo A IL ¢ A
a6o BEPX memod B Esp. dap. 2.2.29) JoHTHEHA Bimmoniane
MeruanapariapoxcuGensoary (BEPX memod A . .
abo BEPX memoo B €ep. @apm. 2.2.29) Tosurnpha Blauosizae
Tecr Ha aHCTOTY**
Inentudikosana nomimka 1-6en3un-1H- < % Bi ;
inxa30n-3-o1 (AF 956) (BEPX Eep. Dapn. Bk §,/ A muns cno ey w
2229 riApoxiopuLy
Byan-sxa ne inentndixobana nomimka (BEPX ne Girbue 0,2% BignocHo Ge3npaminy e |
€ep. Qapm. 2.2.29) riapoxsiopuay
. e 6Libme 1,0% BinHocHo Gen3naaMiny e
Cyma noynm:olc (BEPX €Esp. Dapm. 2.2.29) 4 iADOXTOPHIY
Kinbkiche Bu3Hauenns
Bennpaminy riapoxnopuny (BEPX memoo A o _ 1089, o
abo BEPX memod B €sp. ®apm. 2.2.29) Aok a0 994%
MeruanapariapoxcuGensoary (BEPX memoo A o _ 109 .
a60 BEPX uemod B Esp. ®apn. 2.2.29) 95%=105% 100,1%
MixpoGiosoriana uncToTa:
3aransHa Ki.;'lbl(im aepolHHuX Mixpooprauismis 2
(TAMC) (€cp. Dapm. 5.1.4,2.6.12, 2.6.13) ‘<.‘10 Ry Qfian =LKy Ol
3aranbHa KLIBKICTb APDKIKOBHX/ILTICHSBAX
rpubis (TYMC) (€sp. @apm. 5.1.4, 2.6.12, <10' KYO/ma <1 KYO/ma
2.6.13) : ;
3 TT T f

-l;sle:dg?}l;asz :;;)gmosn (€op. Papm. sincyTas (s 1 ma) - i A 5e0)|
Staphylococcus aureus*** (€sp. Papn. 5.1.4, . R
2.6.12, 2.6.13) sincyThs (8 1 mn) sicyTas (s 1 m1)
* TecT NPOBOAUTLCA B mponeci nnpolinmn'n i me BinoGpaxacrocn y Ceprudixati anamisy.
** Tecr npoboaMTECH MR Yac np y B, il Ta enus cTaGimAoCTi

*** TecT HPOBOAHTLCR JIAME y BANAKY, SKmo 6y;10 BASB/ICHO KOMORICYTBOPIOI0OT ommHuI GaxTepil TA apixmrxobax/maicREBHX rpubin.
3ansa npo ceprudikaniio:

Ium = ncnumylo, 1o HaBeAeHa By indopmais € xocToBipHo0 TA ToHOI0, If0 cepito npomyxuil Gyo nnpoﬁ.ueuo,
BKJIIOYA109H, mxynannnlmpxymnna Ta KOHTPOAb SIKOCTI, HA 3a3HaYeRiH ALTbHULI y noBHilk BignoBiAHOCTI 3 BUMOraMu
GMP, BCTAHOBIICHHMH MicueBuM PEryJIITOPHHM OpraHomM Imanificbka papmanesTraHa arenuis (AIFA), a Takox BianoBiaHo
no cnemubmamn, 010 MICTATLCH y peccTpaLiiHOMy Joche. Ilpo-roxo.nn BHPOGHHNITBA, NAKYBAHHS TA aHAJI3B 6ya0
TIEPETIAHYTQ TA BCTAHOBJIEHO Bixnosinuicts GMP.

! YnoBHoBaxeHa ocoba
Cepis cxBastena i Ronymena 1o peatizamil, Po6epro Matani
Ankona, 27 l:'py)lﬂil 2022 p. [numuc]
‘ . [IITamn: "Asienae Kimixe Piynire!
AHXEJITHI ®PAHYECKO - C.n.A. A K:P.A.®.
' Bia Bexxio aen Ilinoxxio, 22- :
; . 60100 AHKOHA"]
: Ajicnae Kimixe Piynite Aumenini ®pansecxo A.KPA.®. CnA,
(MTiuensis na supoSuuuTno Ne aM — 20/2022)

|
IOpuanuna aapeca: Aapeca supo6anxa: Ten.: +39/071/8091
Biane Amenis, 70 Bia Bexxio aen Hinoxxio, 22 - Daxc: +39/071/286 90 70 8
00181 — Prum (RM), Itanis 60100 Anxona (AH), Itanin i




AEPIKABHA CIIYIKBA

HAPKOT

npocrexT Banepis Jog
E-mail:

Nnpo SKicTHL B

07.04.2023

3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
UKAMMH Y KHIBCBKIHN OBJIACTI

AHOBCLKOTO, 51, M. Kuis, 03110, ten/dpaxc: (044) 363-06-50
dls.ko@dls.gov.ua, Kon EOPIIOY 37078774

BUCHOBOK

Be3eHOro B YKpaiHy JikapcbKoro 3acoby

Ne 14134/23/10

TAHTYM BEPJAE®

(HaiimenyBauHa
Cupeii 11 poroBoi noposx

nikapebkore 3acoly 3riaHe 3 peccTPALiliHMM NOCBIAYEHHLM)

HuHn 1.5 mr/ma, o 30 ma y graxoni 3 nefynaiizepom; o 1

JAKOHY Y KAPTOHRIH Kopobui .

{dopma Bu
Homep peecrpauiiinoro nocsigyenns [
Cepia nikapebkoro 3acoby Ne 2206

Bupobuuk

Azsiedne

NYCKY, AO3YBAHNA, B MAKYBAHKA NiKAPCHKOTO 33c06y)

A/3920/02/01 crpox aif peecrpauiinoro nocsizuenus 01.01.2099
Kinekicts BRe3¢HOTO Nikapehkoro 3acofy 24

Kimike Piviite Amxenini ®panuecko A.K.P.A.D. C.nA., Ttanis

Beesero & Yipainy Toeapy

i1eHT. Kq

(HalimenyBanna BMpoGHIKA NiKAPCRKOTO 3acoby, KpaiHa noxexeHHs)

ICTBO 3 06MesxeHo0 BianoBinaaLuicTio " JIJIEQ DAPMA",
x: 36691994

(naiiveny
ocofiu « It

[IpoToxon BisyansHoro KoHTpoaI BiA

3a pesyabTatamyu HePKarRHOTO  KOH
HOTPHMAHHAM puMOT 3aKCHO AR

e BT,

/"\H«?’«'”‘-

/ Q‘:}sﬁ T4 gu‘i’
¥( £ 1]
B.o. Ha'-Ia.HLHngfi/ c@g{((j ]

pauns Ta ko 3a CAPTIOY wpuamanoi ocobn aio mpissuume, iM'a, Mo GaTekoBi disHuHOT
ANPUHEMER, 1T MiCLE TIPOKUBRHES Ta peempaummm HoMep eOKoBOT KapTKM MIaTHKKA
nogaTiis abo cepif Ta Homep macriopTa)

29.03.2023 Ne 0929/5,

agbfﬂro K
i!f i

(rocanosa ocoéfi 59:?:133{ ).? {5))1:

b

TPONI>  BCTAHOBAEGHO, WO JIKAPCBKHH  3aci®  BBe3eHo B Yxpainy 3
CTBA OO 326e3eyeHts AKOCTI IIKapCeEKUX 3ac06iR,
b
r“'};“{\\
i PR
SN Ipuna [IAJIAMAP
e .

{niamdc) {iHiamiany Ta npizpuure}




F&a Sz kovinann <AHKEMIHI GAPMAL]

[Lvasm "KOMA BIROBIIAE CPHITHATY

BUAARA DIAZINOM JABEINEREHHA AKOCTE|

CEPTHDIKAT AKOCTI Ne 12304218

Apngykr: TAHTYM BEPJIE® (TANTUM VERDE®), cnpei 215 potonsl nopomsms

1,5 mir/aen, no 30 i y dnakowia #ebyanicpor; o 1 durakony y xapronsif
yaakeeui
Liluow pevogine: TO0 s cipeso weemams 0,15 & Gemudariny Jopoiamy

Cepin Nt 2206 Buyrpinmilt ko 129463
Hata supobusturea: JlroTei 2023 ?c?)fiﬁr BHEyILCOL 130 488 ynaxonxu
Tepsin npstastiracti: Ciyenn 2027
Kpaina-supofmux; [tania
Peectpruiiine mocaimennn ¥ kpatun Mot UA/3920/02/01
Ha3sa naparmerpa CHEHMD KA PeryavraTi
3oshiwnil Brrang (sisratene, {Iporopa GerBapeun piauna 3 THIRCBHM M HTHIM Binnoniasc
OP2ANOAENIHI I D) CMAKOM
PR (nemerniopempino) 5,3-7,0 6.2
O6'ev nanossennn* (Dir/?76/21 I/CEE) He meriue 30 ma 30.17
QxHopigitiets .\HICii (Bpum. @apm, monozp, Binnosinue ao Bpurascsxol ®a pMaKonel Bistiguiie
"Seniudanri capeit 0nn pomosot noponcin )
LaenTndikanis
Bewsunamiay rinpoxaopstay (BEPX menod 4 a . .
1T
abo BEPX yemod B €ap. Papar. 2.2.29) auThoNA BIREBIRG
Merianaparigpexcrtensoaty (BEPX semod A o 7 .
ado BEPX stemod B €up. apss. 2.2.29) WA Binstmi
Teer na uuerpTy**
IneuTudivonara aoninca -Geizun-15- ) , 5
3 ue Oireuae 0,1 % pianocnao Sennaeminy o
; n;m;gtjn -3-00 (AF 956) (BEPX €ap. Dap. riapoxaopuay
Bynb-aua ie inexradivonaa aomiwrs (BEPX ne Ginsuie 9,27% niznocHo Benaunaminy n
Eop. Dapy, 2.2.29) riapoxaopuay
) He Oinsuse §,0% BianocHo Gentnaaniity .
Cymn nomiwox (BEPX €op. dapm. 22.29) o —
Hinkritne aermavenns
benzupaminy rispoxnopuny (BEPX mentod A 95% — 1059 <
- 2%~ ] 4%
aba BEPX aemod B Cap, Paps. 2.2.29) ' - ¥
Memwmaparizpoxcibensoaty (BEPX semod A qu
= 5% — 105% 9
e BEPX semod B Esp, Gapss. 2.2.29) 95% — 16 100,0%
&likpobioaoriuna ancToTa:
3araasua kinbkicTs acpofunx Mixpogpramiimis g, 0 )
(TAMC) (€ap. upat. 5.1.4, 2.6.42, 2.6,13) S10°KYOfsin <L K¥ O/
38TRABUA KUIBKICTE OPIRLKOBHY/DAIEHABN X
rpubie (TYMC) (€op. Bapae. 5.1.4, 2.6.12, <10' KYOmun <1 K¥YO/ma
26,13)
; T
v!:s[e:d;r;u]r;asza!;e;;)glnnsa (€sp. apm. sineyrhn (5 1 1) sincyTHA (8 1 M)
.14, 2612, 2.6
ti gl
gt;]‘:lgylz’n:o;;‘)us aureus (Eap. @ap. 5.1.4, BineyTis (s 1 311) BiacyTHa (5 1 )

* TecT MpOBORNTLEN 8 Nponeci Bipobinigraa i e sinebpmeactocs y Cepradirari aAHANIzY.

** Teet npopoatcrsca nin uac APOLECY RENIANLIT T4 BupucHEE cTadlAbtoCT],

% TeCT NBORDAITLCA Miwte v BUNALKY, SKIWG GY30 BRANLILUO ROAGHIEYTBOPIONMI DatmIn BANTCPiN T2 Apiwamosnnicnnanx rpitiin.
2anea npo ceprudixauin:

iy # 3acaingyio, wo wasepena e inopMaLIA € A0CTOBIpHOIO T& TOMHO. 1o cepite npeaywuii Syao aupodaeHa,
BE-IOYAIOHH NAKYRARIAMAPKYBAHHA T4 KOHTPOIL HHOCTI, N 30 IHAYCHI AlTBHALT ¥ noBHiit BlanosindocTi 1 srMorams
GMP, aetanonacanmy sicuennn PETYIHTOPREM Opravom ITaaillesxa apmamestieumg arcHUin (ATFA), a Taxox sianoninne
A0 eneundirall, wo MicTrTeen ¥ peceTpattiiinomy aocse. Hporoxosns supelEuUTEA, NAKYRANEY 13 anzaiiis By
REPErARNYTO TA BCTUHOBICHD BiZnoRinHicTs GMD,

¥noraoBaena ocaba

Cepisi exaanera i gonywenaz no peasizauil, AHnapita 3ncuinzi

AuKona, 0 mapra 2023 p. |ninnne]
[Wivamn: "Asicnae Kinmixe Pivnire

AHKEMH] @PAHYECKOD - C.nA, AKPAG,

Bin Bexwio aen Rinorsis, 13- G

60100 AHKOHA"|

Aticirae Kimive Piynite Aomeini Dpanuccno AKP.AD, C.aA.
{Tiuensin ua supeSnautoe Nr sM — 1052020

H)pnonung aapecn: Anpeca abpobnitea: Fea: +39/071/8091
Bisste Amenis, 70 Bia Bexxio aen Mivoxide, 21 - Paxve: +39071/286 90 10
GOE3L - Pum (RM), lranin £0100 Ankoma (AH), Itanin

By an r7252
250923




JEPXKABHA CJIYKBA 3 JIIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KUIBCBKIN OBJIACTI

npos. CitnnuHoi Hagii, 3, M.KuiB, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
Npo sIKiCTh BBe3€HOT0 B YKpaiHy JikapcbKoro 3acoby

17.11.2023 Ne 57329/23/10

TAHTYM BEPJIE®

(uaifiMeHyBaHHA J1iKapcbKOro 3acoby 3rifiHo 3 peecTpauiiiHuM NOCBiAYEHHAM)
cnpeii A5 poToBoi nopoxuuHH, 1,5 mr/ma; no 30 ma y paakoni 3 neGyaaiizepom; no 1
db1aKOHY Y KapTOHHIii Kopobui

(dopma BumycKy, A03yBaHHS, BUA NTaKyBaHHA J1iKapchbkoro 3acoby)
Homep peecrpauiitnoro nocsinuenns UA/3920/02/01 crpox zif peectpauiitroro nocsinuenns 01.01.2099
Cepisa nikapcrkoro 3acofy Ne 2287 KinskicTs BBE3€HOrO Nikapcbkoro 3acoby 125736

Bupo6uuk Asienge Kimike Piynite Awxenini @panuecko A.K.P.A.®. C.n.A., Itanis

(HaiiMeHyBaHHA BUPOOHHKA JIIKAPCLKOTO 3ac00y, KpaiHa MOXOHKEHHS)

BaeseHo B Yipainy Tosapucrso 3 o6mexenolo Bianosigaannictio "AIJIEQO ®APMA",
inent. koa: 36691994

(nalimenyBanHa Ta xoa 3a €/IPTIOY opuanuHoi ocobu abo npissuine, iM'a, no 6aTbkoBi disuunoi
oco6u - nignpuemu, if Micue nMpoXXUBaHHA Ta peecTpauiiiHuii HoMep 061iKOBOI KAPTKH IUIATHUKA
noaarkis a6o cepis Ta HOMep nacrnopTa)

Mporokon Bisyanshoro xourpomo sin 17.11.2023 Ne 3668/2.

3a pesynbTaTaMHM JEPKABHOIO KOHTPONIO BCTAHOBJNEHO, IO JIiKapchbkHii 3aci6 BBezeHo B VYkpaidy 3
AOTPHMAHHSM BuMOr 3aKOHOZABCTBA IOAO 3a6e3neueHH AKOCTi NikapChKUX 3acobiB.

Ipuna [TAJIAMAP
(niammc) (iniuiank Ta npissume)

TSR AL - )

. 35891894 o
4 3689139 47;?{,:

No 1 Pras




[wes Gnanuy xovnall «AHDKEJITHT ©APMA»}

[Wreen "KOMLA BLATIOBIAAEC OPHITHAJY
SHOAHA PUVIAOM JABEINEVEHHA AXOCTT")

CEPTHPIKAT AKOCTI M 12320760

Tipeye: TAHTYM BEPAE® (TANTUM VERDE®), cnpefi a1s potosol nopoxman
1,8 mr/ma, no 30 ma y daaxoni 3 neSyasisepom; no 1 pnaxony y xaprounift
yusrosul
(Qhout pevosusy: 100 sx cnpeto micmams 0,15 2 Genudaviny zidpoxaopudy)

Cepin Na: 2287 Buayrphusiit xon: 129463

06c T

[ Rata m4paﬂnnmn Kostens 2023 cepl::r BhmyLEHo 125 736 ynaxoskn

Tepmin |npm-n|ocrl: Bepecenn 2027

Kpalia-snpoSunx: Itania

P fine nocsinuenns Ypalun N UA/3920/02/01

Hasea napamerps * CHNENHOIKALLA Peayavra™
Josnimnit anrana (eizyassno, Ipojops GeaGapnna planmna 3 THNOBMM M’STHEM Blanosizac
opzanomenmunno) CMRKOM
H (no: loMemprano) 83-7,0 6,7

O6'cm nwanosuenun* (Dir/76/211/CEE) He menwie 30 ma 30.20 Ma

Onnopiguicrs macn (Bpum. Paps. xonozp. i

i In cnpedi dnn pomosol nopoxcnunu”) Blancelose. v Kparancess] @xpnene! Rlangawre R

mlity rinpoxnopuny (BEPX Memod A
Dapn, 2.2.29) Tournsue Bianosizac
pariapoxcnbessoaty (BEPX memod A

60 BEPX memod B Eep. Gapn. 2.2.29) SisETnes e

Teer na wncrory**

InenTu@lixonana nomimxa 1-5esna-1H- o

inaason:3-on (AF 96) (BEPX Eep. Gap. meas s s AmeD Remantin .

2.2.29) poxnopsy

Byan-uxa ne lnerrudirconana nomiwxa (BEPX ne Gineme 0,2% simnoeno Gensnazminy e

Esp. Oapm. 2.2.29) rigpoxaopray

Cywa namlwox (BEPX €ep. Dapn. 22.39) e 0% E‘“’"’ """‘“"‘"” a

KLibkiche nmnasenns

Bens iny rizpoxnropnnry (BEPX memod A o” _ 108%

60 BEPX nemod B E4p. Gapn. 2.2.29) AEA-IAA 98,7%

MerunhparizpoxenSensoaty (BEPX memod A 1089

60 BEPX uemod B €ep, Dapx. 2.2.29) A~ 1852 99,6%

Mlxpo&}morhn WHCTOTAS

3|mJ|snL xinsxicrs aepobunx mixpoopranbmis 3

(TAMC) (€ap. ®apn. 5.1.4, 2.6.12, 2.6.13) 510 KYOiur <1 KYO/ma

3aransup xinsxicrs apbxaxosus/naicHRBHX

rpubis (TYMC) (€ap. ®apn. 5.1.4,2.6.12, <10' KYO/mn <} KYO/mn

26.13)

Ahh

FPr rY e S slacyru (o 1 wa) —

Snphy!okoccus aurcus*** (€sp, Oapm. 5.1.4,

2.6.12, 26.13) slacyTns (s | mn) siacyTns (s 1 ma)

* Tecr nposonursca s nponect supoSuunras § we sinoSpamacrucn y Ceprudisari anaaisy,

#4 Tect npobeantacn nin wac npouecy saaizaufl 7a susvennx crablmuocti.

%84 Teer np CR ANnMme y y, sxuo Gyne icyrnop i omstnnul Saxrepiit Ta nphwnxonux/wricunsnx rputis.

§

Lnm 2 3acslatyro, mo nasenena puime inGopmania € aocrosipnorwo T Tounoso. 1w cepiro npoayxull Syao supobaeno,
SKA0UANMK NAKYBAHHA/MADPKYBAHES TA KOHTPOAS RKOCT], na 3a3na%enifl alnunui y nosnilt signosianocTi 3 sumoramu
nosaeHNMA micuesum peryasTopunm opranom Itasificexa Gpapmanentuuna arenuin (AIFA), 8 Taxkow sianosiane
ixantift, mo micraTnen y peccrpauifinomy nocse. lporoxoan snpoSuntraa, naxysauus ta ananhis Gyso

neperas TA scTanoBAeH0 sianosianicrs GMP.

Ynosnosaxetis ocofa
Cepin cxpaaena | nonyutens 20 peasizauil, Annapita 3aculani
Ankons, 20 sonrns 2023 p. {rtanwe]

{Wrama: "Asionae Kinixe Piynive
Aﬂm[Hl OPAHUECKO - C.r.A. A KPAD,
Bia Bexxio aen Minoxxie, 22.

60180 AHKOHA"}

Asicnae Kistie Plynite Anmenini Opanwecxes AK.P.A.®, CaA.
Ulinessin ua supoSunurse M aM - 20/2022)

10puanunn sspeca; Axpecs snpeSunnat Ten.: +39/071/8091
Biane Amepis, 70 Bia Bescxclo sea Hinoxxie, 22 - ©awc: +39/0717286 %0 70
00181 - Pupe (RM), Iranin $0100 Anxona (AH), ITanin
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