Appeca 02093, M. Kuis, syn. Bopucninscesa, 13
Ten./@akc: {+3B044)568-32=10 Mpulimanoua
(+38044)-207-73-41 -Bigain Koutposio Akocti
(+38044)207-73-04 YnosroBamena ocoba 3 fKOCH
(+38044) 207-73-27 ‘¥nosHoBaxena ocoha 3 hapmaxoHarnsgy

CepTudixar akocri / Ceptudiar aHanisy Ne 170000001851

1. HasimeHnyBsauka npogyxyii; TIAMIHY XAOPWUE-BAPHULIA {BITAMIH B1-TAPHULI)

{vasga, cina piifaxTveHicTs, nikapceka dopma a1 mn PO3URHY MicTITh: Tiaminy rigpoxaopuay 50 mr

POMIp YRAKOBKA {ifEHTYHO A0 TEKCTY Ha Po3unH ana iH'ekuis, 50 Mr/mn no 1 mn B amnyni 3 MapKysatHsm YKPaTHCLKOKY

ynaxosyi rotosol Apoaykui) Mosoio; N2 10 {6x2} B.nayui 3 mapKysaHHam YRPATHCHKOW Ta pociicb Ko
MOBaMUK

2. Homep cepii: wWu10122

3. Pozmip cepii: 28,387 TN

4, Kpaina-supobunk: Yrpaiua

$. Halimenysannn Kpaitu / Kpain npusHaueHHA YepaiHa

.8NA cepit:

6. Homep peccrpaliiinoro nocsiguerns: UA/5488/01/01
'7.-BaTta pupobGHuiTEa: G1.2022

8. Bara sakiHueHHs Tepminy npugaTHocTi 01.2025

{micaus i pik, nicnm akero N3 se 33CTOCOBYETHCA):

9. Hasga, agpeca Ta Homepw niueHsiii Beix BUPODIEHO, BRITIOUAKUN YIIEKOBKY/MapKYBaHNSA Ta KOHTPGIB RKOCTE Ha TTpAT
HinbHYUE BUPOGHNLTBa | KOHTPONI AKoCT: «wdapmayesTuHa Gipma «JapHuusas 3a A0pecor] M Kuie, ByR. Bopucninbeska,
Ceprindikatu signoeigrocti GMP scix 13;

BINbHWE! nigensia AB Ne598086;

CBifOUTBO Nipo atecrayii. nabopatopiin BKA N2 128:
CepThdikar GMP Ne 035/201 9/GMP

10. Auaniz sukonakuii sriguo: MEKA N3 po peectpauiitioro nocsiguering NSUATS486/01/04 '8ig 22.11.2016
Ne1267, 3i aminamy

PeaynsraTti ananiay:-

N?n.n.  HalimenysaHmn noxasHnxa Bumoru Hopmartusnoi gokymenTauyii : Pe3aynsTaT asanisy

1 Onuc Nposopa Ge3bapsda abo 3nerka xoBTyRaTa pinnta 3i cnabxum Bignoeigae
XAPAKTEPH WM 3aITaX0OM

2 laeHTixauin A AwicHa peakuin Binnosigac.

3 inewTudikauin B Ha xpomartorpamax ssrpoGosyaaiore PO34MHY Ta po3dnHy Bignosigac

NOpIBHAHKS, oflepXaHX ¥ posgini "Kinkkicke BisHayennn. TiamiHy
rigpoxnopuil”, vack yTpUMYBaHHS Nika Tiaminy MaTh cripnagaT

& Mpodopicis fipenapat mat ByTi npo3opIN Bignoeifas
5 Konweposicts Jabapenenn npenapaty Mae Gym He HTeRCUBTILMM 33 eTanon Y6 Bignoeinae
abo BYS
B OB'em, o BUTAraeTLEn Npenapar mae gignosigatv eumoram JOY, 2917 Bignosinae
7 Mexatiuni sxuouenia: s Bignosiare o swmor N9V, 2.9.20 : Binnosigae
_ YACTUHKY
g Mexariunf BroueHRS:. HeB M -Blanosigro go sumor AGY, 2.9.19 meron 1.8
HACTUHKH
g pH 2,534
10 Cynposiant gomiwkn Homiwkid 4-métin-5-6eva-okcneTunTiasony- He Binbe t'fﬂ
11 CynposigHi gomittcs Bomitukm 2—MéTM‘n-4*a?§ﬁiH0-5-0K{IZGMETVIHHijﬁ%’]MiﬁthHy - H :
%
12 “CyTipoBigHi gomiitnen Cyma HeineHTudikosanx nomiwok « He Binbwe 0,75 %

Crop. 132
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CrepuneHicTh
BaxTeplanbHi eHEOTEKCWHNM
Kinokicre au3HaveHHA
KinbKiche sn3HadveHsd
YrakosKa

Mapkysasing

Mpoposmenns Cépruditkar avocti / Ceprudikar ananizy 82 170000001851

Npenapar mae OyTh CTepunbHrm Bignosigae
FpaniiyHe KoHUEHTPALS eHAOTOKCUHIB — MEHLLE 1%8,.6-M0fmﬁ Bignosigae
TiamiHy rigpoxnopuny 47,5 - 52,5 mrimn 51,80 mr/fmn
Yuiton He Ginbie 2,1 mrimn | 2,1 wrfan
Bignoeigao po MK 13 - Bififiosifae
Bignoeigre no MKA 113 ‘Bianosigae

1. Komenrapi:

12. Ymosu abepiranmn:

13. 3amBa npo ceprudixaiiiio’

Bez komerTapis

B opyiriHansHiil ynakoBui npv Temnepatypi ue site 25°C. He 3EMODOMRYEATH,

Lim nigTeeppKyio, wo B BupobHuy cTanil ana uiei cepii rotoBol npogykull 6ynm nposegesi
B NOBHIR 8ifRoBIRHCCT 3 BUMOTAMW, BCTAHOBIEHUMMA 8 4WHHOMY kepisHuuTel no GMP,
3aTpepgeromy MinicrepcTeom oxopoHW 3gopos'a Ykpainw, | 3 suMoramu peectpauifiHoro
AOCHE KpaiHu NpUaHAYeHHs

Cepin gesponena fo peéanizalil / sigsasTamenns 3 21.02.2022

Fib: OxorHikoas T.M.

flocaga: YrniosHosaxena ocoba

Migriucano enexktporHum mianucom: 21.02.2022

3arsepaKy

Crop. 232




™ nAPHUUS

Anpaca 02093, u. Kuin, myn. Bopueni ,@31 068
Tex./$axc: (+38044)568-32-10 NOpuit
(+38044)207-73-41 Bimgin KOMTPOMO AXOCT

{+38044)207-73-04 YrnosHosamana ocofa B sxocwi
(+38044) 207-73-27 YnoeroBaxena ocofa 9 dapraronarasny

Ceptudikar cepii nikapcbKkoro 3aco6y

1. HaliMeHnysaHHn, cuna
AlfaktuiticTs, nikapcbka hopma Ta
{Posmipiynakoeky (ineHTMYHO TekcTy Ha

(gt

yriakostii roToBol npoaykui):

2. Homep cepii rorosof npoaykuii:
-8; KpdinaseupoGrmk:

@ HawMsnysanus kpaiu / KpaiH
MPH3NAMEHHA ANs cepil:

Yo reme oo, e o
8tHomep beectpaniiisoro
nocHiateiin:
Az Sty i Vit -

6 BEidEnpobhnurea

q—‘?':_f“'lm A w5 g .

Zr‘ ;.q_ara SaKiIHYeHHS TepMiHy
iﬁgyﬁaz&qcllf(_ﬁicﬁub i pik, nicns sikoro
13’6 JdcTocoByeTLCS):

g s

- 8/Hassazanpeca Ta Homepy niueHsii

t‘aﬁ%@l};@ggg MpoBHMLTEa i

KoRTpaIo kG

., Ceprudiikau sinnosigHocti GMP
IBCIX ALTFANOK, 3a3HaYeHUX y n.8:

1@5£§Q¥gjgzafﬁ dHani3si.:
HzKomenrapi:

ki *f'f(“') A% e

12: B9RBER6 Coprudpixauiio:

1385 Tampiseume YnosHosaxenol

L

LEREISRIACHIOE cepTudhiKayiio

LA AR A4

’ﬁﬁ ;ﬁﬁﬁj&@gﬁgﬂ@gﬂé’m‘f ocobu, ska
BAIHCHIoE CEpTHtiKaLiito cepil:

e ..

ar3 fignucanun:

TIAMIHY ANOPUO-OAPHMUSA (BITAMIH B1-0APHULIA)

1 M poO3unHY MicTUTh: TiamiHy rigpoxriopuay 50 Mr, PO3YUH:.AMA
iH'eKUi, 50 Mrimn

no 1 M1 B aMnyni 3 MapKkyBaHHAM YKpaiHeRKOK, MoBIO} flo 5
aMnyn 'y KOHTYPHIii YapyHKoBil yriakosLji o 2 KOHTYPHI
YapyHKOBi ynakoBku B nauLyi 3 MapKyBaHHAM yKpalHCbKOK T2
POCIiACbKOI0 MOBaMy

WU51021
Ykpaina
Ykpaina

Po3awmip cepii: 43020 ynak.

UA/5489/01/01

»osTeHb 2021
10.2024

BupobneHo, BKIIo4aloun ynakosky/MapkyBakHs Ta KOHTPOME
AKocTi Ha. MpAT «,Q‘apmaueamgua dipma «\.,El"A’F?HI’rIIl_.[ﬁ}u:?3 ga
appecoto: M Kuis, Byn. Bopucninecbka, 13; niyensisn AB Ne
598086, caigouTtao npo arecradiio naboparopiit BKS Ne 128

ceprucpikar 035/2019/GMP

HaBe[eHi B cepTudikari aHaniay (noparox 1)

3GepiraTit B opuriHansHiii ynakosui npu Temneparypl He. Bulle
25 °C. He samopoxysaty

Lum nigTeepmxyio, wo sei BUPOGHUI cTagil ans uiei cepi
FOTOBOI NpoAyKuil Gy Nposeaewi B nosHiit BignosigHocTi 3
BUMOramu, BCTaKoBReHUMY B YUHHOMY KepiBHWLTBI No GMP,
sarsepmeHomy MiHictepctaom oxoponm 3gopos'a Ykpaini, i 3
BUMOramu peecTpaliiiHoro focbe kpaivu NPU3HaYEeHHA

CEPI{] DO2BOJIEHA

O PEATIZALL
3 4 204°p.




M napHUUGS 003 TO6S

CepTuchikar aHanisy Ne 5

¥ a’ﬁmeuyaanuﬁ nNpoAYKWiIT: TIAMIHY XAIOPYA-OAPHULIA (BITAMIH B1-OAPHULIA), posunn grs iH'exuiin, 50-mr/mri,
no 1 mn B amnyni s MapKyBaHHAM yKpalHCLKOK MOBOIO; N0 5ramnyn y KOHTYPHIA
4apyHROBIW ynakoswj; no 2 KOHTYPHI-GapyHKOBI ynakosku B navLji 3 MapkyaaHHam ;
YKPaIHCLKOK Ta poCiiichkolo MoBamu

“Howmep capi: WUs1021 Poamip cepli: 43020 yna,
Howepipegerpauinmoro UA/5489/01/01
\FiotaigNeHHn:
?A‘ga_njhmmqnaauﬁ:ﬁ: M%ﬂ N3 po peecrpauiiidoro nocsiguerns NeUA/5489/01/01 8in 22,11 2016 Ne1267, 3l
amiHamu

Peaynistatn ananjsy:

) f{g}g; » )j@_ﬁj}‘ﬁ_waauumnoxasﬁuxa BUMOri HopMaTUBHOT ROKYNMeHTauiT Pesynurar aHaniay
fl Holite MNposopa GeabapeHa abo anerka ¥KOBTYBaTa pignHa 3 cnabkum Binnosinae
XapaKkTepHUM 3anaxom
2 Inehritiaina A. SikicHa peakuis ‘Bipnosiiae
. B, Ha xpomarorpamax eunpoGosysaHoro PO3YMHY Ta Po3UUHY Bianorigae
NOPIBHAHHS, OaepxaHux y poaaini "KinbkicHe BuaHaveHHs. Tiaminy
) TAPOXNOPUA", YaCK YTPUMYBARHS Nika TiamiHy mMaloTsh cnisnagatu
f(z I:'Ipoacﬁfcrs IMpenapar Mae 6yTv npoaopum Bignosigae
4 L{g"abggoexgrb 3aGapaneHHs npenapary Mae Gyt He IHTEHCHBHILMM 38 eTanox Bignoeigae '
Y6 abo BY6
B @bl WosuTaAraeTeCs Mpenapar Mae Bignosigaty Bumoram AdY, 2.9.17 Bianosigae
B MeXEibHeknioveHHs BianosigHo ao MKSA N3 : Bignosinae.
{ppHy” 25-34 28
@ - CyopoEian.domiuku Howiuikks 4-metun-5-Geta-okcueTvinTiasony- He'Ginbie 075 %  0;00'%
) gomi}tuxn 2-Memn—4-amino-5—oxcumemnnipumi,quuy -He Ginsine 0,1 %
D%
Cyma HeigeHTueikosaHux HOMILWOK - He Ginble 0,75 % 0,08 %
o E’r,e,pumsuic'rb lpenapat mae 6yTh crepunbHM Crepunbruil
40 -BakreplankHi eHAOTOKCHHM TPaHMUHa KOHLGHTPALIA eHROTOKCUHIB — Bianosigae
MeHwe 178,6 MO/mn
997 “Kinkiicne pinskavenns Tiaminy 47,5 - 52,5 mr/mn 49,1 mrimn
1BROXIobMA
"y IKITbKEHE BMaHaveHHA yeition  He 6inbwe 2,1 mrivn 1,9 Mr/mn
23 [Ynakoska BignosigHo no MKA N3 Binnosigae:
% e B s A oS
1%, Mipkyadnia BianosigHo ao MKS N3 Bignosinae:

AT

fﬁéféijéﬂ,‘ﬁ"‘i%ﬂﬂ TepmiHy npugatHoctl: 10.2024

Sﬁéé&aﬂun: 36epiraTu 8 opuriHansHi ynakosui npy TeMnepatypi He euwe 25 °C, He samopiokysaTi

fé‘hj“&;é‘géig, Bianosigae sumoram MKA J13 go peectpaujiitoro nocaiaqexHs NeUA/5489/01/01 sig 22.11.2016 Ne1267, si
v 3MiHamu P

i, sl s , o TIRYBATHE AROZS i .
feiatippicaiiat 2.2 40, 2oy HauanshugBH A AopuyKCiB,

02093 & Kug, ay'n. Bopucmnbessa, 13
BIOOIN KOHTPOMO SKOCTI

0 YT =




| Anpeca 02083, m. Kuis| myn. Bépucnimecswa, 13
Tag. /Paxe: [+38044)568-32-10 fpubmansna ) 3
- {38044 2077341 Bigmin xoHTpomo wRoCTL
C{HFEE049) 20747304 Voosxssswena ocola b mHecwi . :
(+38044)207-73~ 27 }’nomiosamena ooobBa 5 éapxaxﬂﬂarmmy

iy Hanmeﬁysauﬂg cunma ol o TIAMI Hy Xﬂ@?’%ﬂ QAPHML@F& BITAM%H 8i ﬁﬁ?HML},ﬁ%} -
- AiflakTusHicTe, mxapcbga q;o;mg va 1 mn gcsquy MCTUTE: TiEM%Ry riapoxnopuny 50 M, posqmw ans
poamip ynakoaky (IeHTHYHO TekCTY Ha IHERUIR, 50 mi/un
- ynawosui roToBol npoayKui); Ao T M B aMnyni 3. rvsapxysa;«sﬁsw yxpamcw@m MOEBOIO) RO 5
o e ey L aMnyr Y KOHTYPHIN YapyHKosi YHakosul; 08 2 KoHTYHHL
UBPYHKOBI yNEKOBIW B Mavul 3 MapkyaaHHnM YRDATHCLKOD T8 -
POCIACERGIO MoBami S

o g, Homeg cepii rotorot npo,x;ysmn - ':WU6€OZ1 P'dsmi;'}-cepi‘z‘; : 43338&‘?18!{,_.
3, Kpaina-supoBasii: o Yepaina - ' s ' T
4. HawmeHynaHua kpainuw { kpai - Yipaiwa

mprinavedsn ons cepiin _ ) T

5. Homep: peecmaumwcro e L UAGABRI0TI0T

nccasmcwm I s P R i 0 T

6. NaTa Bupoﬁnuuma S L MKomTeHb 2021

7. Harta 3axingeHns 're'pminy' s St o2 5 I B,

npugatHocTi {micaus | pik, nicns ﬂKOE‘C}
N3 He sacvocosyeThER):

8. i—iazgas afpeca Ta Hcmepvf nigeHain - Bmpoﬁiﬂei«o amm%amqm yﬂamaxylmepxyaawm Ta s«:cmponb
| BCIX pinsHok BupoBruTeal. -wkocTERa NpAT «DapmaligaTiniila dipma «LLAPHMQH» 35

koﬂménm AROCTH co o anpecos: [ KB, sy bopucninecexa, 13; niensis AB Ne

P g, - o . - '2U8086, ceifsurse npo a‘rewaano ﬂaﬁopampm BK&A NO 128

g, CepTHCbEKBTM B;gnoslgﬂoml GNP - .cepmciﬁma*r OSSSEO?QiGMP
- BCIX giRAHOK, 333HaYeR X yngi

10, PesynbTary ananisies g ‘Hassnew 8 C'“QTm'cbika"r" aHahiay' (nopaTo 1y -

BRAE KQMEHTQW ol sBepinaTi B OpUMHERBHI yraKBL) npu Tewneparyp; He Buille
g 8 e, Cooo 2B PG HE samMopokyeaTy
_‘52.- 3’3983.;":;30 ceprudikaiio: - S Uvm nigtiepnskiio, Wwo scl empo@mq; cma gnﬁ Liei c@pe
G e g 5 ol g -+ TOTOBOI NpoAYKUI Gynu: nposegeni 8 NoBrii sidnosigkocTi s
CBUAMOTEMN, scvaaosreﬁmm B YMHHOMY KepisnulTei ne GMP, .

3aTeepaKaHoMy M HICTEPCTEOM OXOPOHIA 340pOB'A Yrpain, |
BHROTaMEA D?“*EZCT}ZSEL?M HOFO 10ThE K;}aus npmaﬂauew% o

3. 08 Ta npizEuLie YNOBHOBAKEHOT
. ‘ocobu, aka IAiRCHIOE cepmdazkauzm

cepii:

14, Mianme Ynosnosskenol 0COGH, ke
i -zgiﬂ-cgwe cepmcb%k'amiw cepif:

15, ﬂa“ra mgnwcaﬂm‘

o




Cepmcbma"r aHamay Ne 6

Hafimerysauin nponyxisih U TIANIHY X1 el =R N, APHHU,Q BITAMIH Bi- AF‘HMLW) DOSYNH AR sekndh, S0 sarfan,
' N y i ' 07180 BamMny 3 Mapwaaﬂmﬂw YREETHCBROK MOBOIO, NG D @nnyn v KORTYDHIK
MPYHROBI yNaroBil N0 2 KOHTYDH YADYHIOST yNEkoDM & nauul 3 MapkysanHam
YEDBTHCBKOI Ta pOCIHCLIDIC MO8 8M i PO

'Ho:r\%a;)'cepi'i‘:. o % . _ o L WUBT02Y e e o __pof,'mgp'cepigf 43338 yoaK -
Howmep peempaamnero , - U UABABGIGION ' : ' i
| MOCHIAYERNA: _ g _ .
CAHINY BUKOHEHAN 33';' ) e iy _ MK N3 aoc peecwammcm TOCHIMEHHA- ?\E%AE&@BQSO’!?{H Big 22 11 26 ea Né‘iz
o i BRATHEM K

PesynuTatin akanisy:

Nen, HalimeryBarHA noKazrMxa Bumoru sopmamawo‘;‘ aorymeHtTayll ) o o Pesynwrar aMamizy .
1 Oneg e NMposopa desBapena abo anerva woeTysara {);Awa 3icnabuuts . Bignosiase
I R T XAPAKTEPHUM 3ANaX0M _ : ; s, g
2o ingdmuchikauin o e Ao Fdcwa pearais T i ' cel L Binngeinee

B Hd xposarorpamay Bwngocaayeamro ;;c*v-rmy Ta. poaqmny - Bianesizse
- NapiEhREHS, OLEPMAHUL y poznin "Kinbrione suanagenndt. Tiasiey :
TAPUXAGEUE", Yack yrpraveaHis i i ammy MEKITE CrEBRANETIA

o

_ ﬂpssdpaérb C e Mipenapar mae Byt nposopui | : Binrcagee
_# - Konsoposiers o S SGabapanewnn npenapaw hage, ﬁym HE iHToReHER umM 33 eranod - Bianoninag
: ce o T T YBEBo BYS _ e :
A OB EM WG BATRRASTASH - TipénapaT mas ﬁ:ﬂﬂOBi,QaTM gmmram va 2817 - .Bé,a,n'ea'égeé.e
B Mexaifi Bovosesng - Bigrosiono Ao MKR A3 5 S sl . Bigrioataae’
L it - 1 SCN S ol P 28
& Cynpomias doswiy U oMtk & e TR BB aTE. éati%emh‘%ia'aorfy» we BblE 0,75 % . 0,00%
' : ’ : o Homiluke 25 M8 TR a5 SORCHMETHINIDURIGHHY - re Binbus . 02
0.5% i .
_ ] Ciyma Héi,qemv@}imaamm'gcm‘imm---He't’zimme 0,76% - 008 o
B Crepunsiicts ' co L Mpenapar mae Byt cTepumsinm . _ e R Crepuimnni’
G &awepsamm; BHAGTORCW Mpanmana ROMUEHTRAUS BHAOTORSWIE — ...~ . N '_ & 'Bi,rmcaézza'c :
_ L S ewe 178,86 MO : - M o,
R Y S — ﬂamuy AT 5 - B2 MR e e T L e skt
TigpoxnopEs - o N % A I T _ : _
(. Hinouicue suznavenns yuition, . He Binkwe 2,1 mrfsy 0 oy 9 wachan -
-~ A2 Ynakowwa  Bignebigno go MKS I3 T oo oo Bidrosiaas
D13 MapkysasEg o Bigrosigromo MK S - Binnosizas

Eara aariurenns Tepmzwy ApuAETHOCTY 10,2024

-36@plramm _' _— afepirat g {}pMFlMaﬂhHiM yAgkaR npu TehanEpE ryp: . B 25 ‘C He 33M¢:;pm<yuaw . .
Bucromox:r - B;anoemae sumoram MKH A3 no peecrpau:%om AdCEizZUEHHR MUMS@BQJ‘OWD? 5in 22, "21 2018 Nm%y, kI
- : smmamm

| DETE iphucaEns 2@ g {"@-'\._ 22l 8 Hai-zaﬂbm_léﬁ ' J&":@i?’.é'ﬁié;ju#ic CA.
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Appeca 02093, m. Kuie, eyn. bopucninbcoka, 13

) Ten./Maxc: (+38044)566-68-78 [MpuitmanbHa
ﬂ n p H u u g (+38044)207-73-41 Biggin koHTponio AKOCTI
(+38044)207-73-04 YnosHoBaxeHa ocCoba 3 AKooi

(+38044)207-73-27 YnoeHoeaxeHa ocola 3 dapmakoHarnagy

Ceptudikar sakocti / CepTudikar ananisy Ne 170000015616

1. HafimenyeaHHs npogyKuii: TIAMIHY XNOPWA-OAPHKLIA (BITAMIH B1-JAPHALIA)

{Hazma, cuna piifakTuBHicTs, Nikapcbka dopma Ta 1 Mn POIUUHY MICTUTD: TiamiHy rigpoxnopugy 50 mr

PO3MIp YNakoekK (iDeHTUYHO 0O TEKCTY Ha posunk ana in'ekuin, 50 mrimn no 1 mMn B amnyni 3 MapKyBaHHAM YKPaIHCHKOK
ynakosui rotoeol npogykLii) mogeoio; N2 10 (5x2) B nauui 3 MapKyBaHHAM YKpaiHCLKOIO Ta POCiACEKOK MOBamMM
2. Homep cepil: WU§1222

3. Po3mip cepii: 21,521 1¥n

4. KpaiHa-s1po6HUK; YKkpaiHa

5. HaiimenyBasina KpaiHy / KpaiH npusHaueHHa YKpaiHa

ANA cepit:

6. Homep peectpauifiHoro nocgigueHHs: UA/5489/01/01
7. Rata BupoGHULTBa: 12.2022

8. NaTa 3aKkiHueHHs TepMiHy npuaaTHoCTI 12.2025

{micsiub i pik, nicas Akoro J13 He 33cToCoBYETbCA):

9. Haszea, agpeca Ta Homepn niueHsii seix BUPOBAEHO, BKIOUAIOUM YHAKOBKY/MApKyBaHHR Ta KOHTPOIIb AKOCTI Ha IpAT
AiNBHUUL BUPOGHULTBA | KOHTPONIO AKOCTI; «DapmauestuyHa dipma «JapHuuay 3a agpecos. M Kuig, syn. bopucninbcbka,
CeprndikaTtu signosigHocri GMP scix 13,

ainbHvyb: " nidensin AB N2598086;

CBIfOUTBO Apo aTecTauilo nabopaTopiil BKA N2 128;
cepTudikar GMP Ne 050/2022/GMP

10. AHaniz BUKOHaHWI 3rigHo: MKA 13 fo peectpauiitoro nocsiguenHs NeUASS489/01/01 sig 22.11.2016
Ne1267, 3i aminamu

PezynbTaTi aHanizy;

N¢ n.n. HaimMeHyBaHHA NOKazHWKa Bumorn HopmaTUBHOT oKyMeHTauil PezynbTar ananiay

1 Onuc Mpozopa GesbapeHa abo 3nerka XoBTyBaTa PiAUHa 3i CnabKkum Bignosinae
XAPAKTEPHUM 3aMaxom

2 luerTudikauin A AkicHa peakuin Bignoeipae

3 lgeHTudikaia B Ha xpomaTorpamax 8UnNpoBoBYBAHOTO PO3ULHY Ta PO3UMHY Bignoeigae

NOPiBHAHHKA, ofepxannx y poaaini "Kinbkicse Buanadenun. Tiaminy
rigpoxnopua”, Hack yTpuMyBaHHA Nika TiamiHy mMalTb crisBnagaTy

4 fpo3opicTb Mpenapat mae Gy nposzopum Bignoeipae
5 KontopogicTb JabapeneHyn MpenapaTy Mae 6yTn He iHTeHCKBHILMM 3a eTanoH Y6 Bignosinace
abo BY6
6 O6'em, WO BUTATAETBCA Mpenapar mac Bignosigatv sumoram JDY, 2.9.17 Bignosigae
7 MexaHidyHi BRIIOUBHHA BUAMMI BignoeigHo go eumor MY, 2.9.20 Bignosinae
UACTUHKN
8 Mexaniusi Bkntovenns: Hesugumi  BignoeiaHo go sumor AdY, 2.9.19 metop 1.B
YACTUHKM
g pH 25-34
10 CynpoeigHi JomiluKm Jowmiwkn 4-meTun-5-6eta-okcneTunTiasony- He Ginbiue O f
11 CynposigHi gomilkm Homitkn 2-mern-4-amino-5-oxcumetunnipumigumy - He 3
% )
12 CynpoBiiHi poMilKy Cyma HeigeHTUIKoBAHWX JOMIWIOK - He Bibwe 0,75 %
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13 CrepunsHicT

14 BaxTepianbH! eHaOTOKCMHI
15 KinebkicHe BH3HaugHHA

16 KinbkicHe BY3HaveHHA

17 ¥nakoeka

18 MapkysaHHA

Mpenapat mae 6yTk cTepUnbHM

[paHWyHa KOHLEHTPAUA eHOOTOKCUHIE — MEHILE 178,86 MOC/mn
Tiaminy rippoxnopugy 47,5 - 52,5 mrimn

YHiTon He Ginbwe 2,1 mrimn

BignoeigHo ao MKA N3

BignogigHo go MKH 113

Binnosinae
Bignoginae
51,20 mrimn
2,0 mrimn
Bigrnoeigae

Bionosinae

11. KomenrTapi:

12. Ymoeu 36epirannna;

13. 3anBa npo ceprudikanito:

Cepia goseoneHa Ao peanizayii

bes komekTapis

B opwriHanbHini ynakosui npy Temnepatypi He suuje 25°C. He 3amMopoXyBeati. 36epiratk B

HelOCTYNIHOMY ANS MiTer Micl.

Lum nigTeepsxyto, wo B BUpoGHWYI CTagii Ans Uiel cepii rotosoi npogykuii 6ynn npoeeneHi
B MOBHIA BIANOBIZHOCTI 3 BUMOTaMY, BCTaHOBIEHUMM 8 YUHHOMY xepiBHUUTBI o GMP,
3arsepaxeHomy MiHICTEPCTBOM OXOpPOHW 310p0B’'A YKpainK, [ 3 BUMOramu peecTpauinHoro

A0ChE KPaiHKW NpU3HadeHHA

! BigBanTaeHHa 3 17.01.2023

MIB: OxoTHikoBa T.M.

MNocaga: YnoeHosaxeHa ocoba

3aTBepnxyo

flignucaro enekTpoHHum nignucom: 17.01.2023 11:12

Crop. 232




¥ napHuug

T¥

(+38044)207-73-04 YnosHomaxeHa ocoba 3 akocTi
(+38044)207-73-27 ¥YnosHoeaxeHa ocoba 3 dapmakoHarnagy

Appeca 02093, m. KWis, syn. Bopucrinbcbka, 13
Ten./Qaxc: (+38044) 566-68-78 MNpuitmanbita
(+38044)207-72-41 Bippin KoHTponic AKOCTI

Cepmnédixar sikocti / CepTudikar ananisy Ne 170000015615

1. HaiimeHyBanHA npopykuii:

TIAMIHY XROPUO-AAPHIALA (BITAMIH B1-DAPHMLA)

{Hasea, cuna giilakTuBHICTb, Nikapcbka GopmaTa 1 mn po3umnHy MICTUTL! TiamiHy rigpoxnopuay 50 mr

po3Mip yNnakoeku (ifeHTUYHO [0 TeKcTy Ha
YAaKoBLi FOTOBGH Mpoaykufi))

2. Homep cephi:
3. Pozmip cepii:
4, KpaiHa-supoSHuK:

5. HaiimeHysaHHA Kpaikn / Kpain npuax
ana cepii:

PO34MH AnA iH'ekUin, 50 mrfmn ro 1 mn B amnyni 3 MapkyBaHHam YKpalHCbKO0
mosoto; N2 10 (5x2) B nayui 2 MapkyBaHHAM YKpaiHcbKOlo Ta POCIACHKOI MOBaMNA

WU51222
43,800 TYR
YkpaiHa

avYeHHA YKpaiHa

6. Homep peecrpauiiinore noceiguenun: UA/5489/01/01

7. flata sBupoGHULTBA: 12.2022

8. MaTa 3aKiHyeHHA Tepminy npugaTHoCTi 12.2025

{micayb i pik, nicna akoro N3 He 33CTOCOBYETLCS),

9. Hassa, agpeca Ta Homepw niueHziit Beix BUPOBNEHD, BKNIOUAIOUN YNaKoBKY/MapKyBaHHA Ta KOHTRONb AKOCTI Ha MpAT
RiNbHYUL BUPOBHKLTBA | KOHTPONIO AKOCTI; «@apmalieBTYHa dipma «JapHuusy 3a agpecoto: m Kuis, sByn. bopucninbcoka,
Ceptudikatn BignoeigHocri GMP ecix 13;

AiNBHRUL:

10. Ananiz BukoHarni 3rigko;

PesynbTaTu aHanisy:

niueHsia AB N°598086;
CBINOLTBO Npo aTecTalliio rabopatopiit BKA Ne 128;
ceptudikat GMP N2 050/2022/GMP

MKA 13 fo peecTpauiiHoro nocaiguenna NeUA/5489/01/01 Big 22.11.2016
Ne1267, 3i amiHamu

N?n.n.  HalmeHnyeanHAa mokaszHwka Bumoru HopmaTHBHOT foKymeHTaLiT PesynwTaTt ananizy

1 Onmac MNpo3sopa GesabapeHa abo 3nerka KOBTYBaTa PigWHa 3i cnabkum Bianoeigae
XapaKTepPHUM 3anaxom

2 lgeHmndikauia A AxicHa peakuin Bianoeinae

3 Inentudikauin B Ha xpomatorpamax BunpoGosysaHoro PO3YNHY Ta po3unHY Bignoeigac
NOPIBHAHHA, OfepKaHuX y po3gini "KinbkicHe suanaueHnA, Tiaminy
rigpoxnapua”, yacu yTpuMyBaHHA nika TiamiHy maiTb cnisnagaTt

4 Npo3sopicr Mpenapat mae 6yt npozopum Bianosinae

5 Konboposicib 3aBapenenHs Npenapaty mag 6yTU He iHteHCUBHILMM 33 etanol Y& Bignosigae
abo BY6

6 Ob'em, W0 BUTATACTLCA Mpenapar mae Bignosigaty Bumoram hoy, 2.9.17 Bignosipae

7 MexaHiuHi BrmoveHnn; Bugumi Bignosinho go eumor A0Y, 2.9.20 Bigniosinae

HaCTUHKY
8 MexaHiuni BKNIOYeHHA: HeBI MM Bianosiano po sumor ADY, 2.9.19 meron 1.8
HACTUHKI

9 pH 25-34

10 CynposigHi goMiwKn Homiurku 4—Memn»5—6era-or<cmemnTiaaony— He Binblue li ]

11 CynposigHi gomiwkm Jomiwkni 2-METI/I)1-4-aMiH0-5-OKCMMETIAHI‘IipMMi,qVIHy - He QT
Y%

12 Cynposigni gomitku Cyma HeigeHTUGIKOBAHMX AOMINOK - He Ginble 075 %

by Ly 273y
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Mpopoesenns Ceprudikar akocti / Cepradikar aManizy Ne 170000015615

AR

13 CrepuneHicTb Mpenapat mae 6yTn cTepunbHAM Bignosigae

14 bakTepianbHi eHIOTOKCHHK IPaHWYHA KOHUEHTPALIA eHAOTOKCKHIB — MeHule 178,6 MO/Mn Bignoeinae

15 KinbkicHe BuaHaueHHA Tiaminy rigpoxnopuny 47,5 - 52,5 mrimn 47.60 mr/mn

16 KinbkicHe susHavenHn YHiton He Ginbwe 2,1 mr/mn 2,0 Mrimn

17 ¥YnakoBKka BignoeigHo go MKA N3 Bignoeinae

18 MapkyBaHHa BigmosinHo go MKA N3 Bignosinae

11. KomenTapi: bez komenTapis

12. Ymoeu 36epirannn: B opurinaneHii ynakosui npm Temnepatypi He Buwe 25°C. He 3amopoxysath. 36epiraty e

He#OCTYNHOMY ANA AiTel MicLy.

13. 3anBa npo ceprudikauito: LUnm niaTBepAXyIo, Wo Bci Bupobuyui cTagil ana uiel cepii rotosoi npogykuii 6ynn nposegeHi
B MOBHi BiANOBIAHOCTI 3 BUMOTaMK, BCTAHOBASHUMU & YMHHOMY KepiHuUTai no GMP,
3aTBEpAKEHOMY MiHiCTEPCTBOM OXOPOHY 300p0B's Ykpainu, | 3 BliMoramm peecTpauiiiHoro

AOCChE Kpale NPKU3HAYEHHA

Cepin nozsoneHa fo peanizauii / gigeanTaxenna 3 31.01 .2023

3aTeepmuylo
NIb: OxotHikoea T.M.

MNocapa: YnosHoBameHa ocoba

Mipnucano enexktpoHHm nigmmcom: 31.01.2023 16:35

Crop. 232
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