My@nive axyionapue moeapucmec «Hayxoeo-eupolntivul ysump fly6inusnoe axyuoHapros oW ecniao sHayyno-npouzeodcme enHbil yennp

«5OPUATIBCHRMA XIMIKO-OAPMAUEBTHIHHA 3ABOD» @ «BOPLAT OB CKHIA XHMHKO-SAPMALIER THMECKHA 3ABOL
Biddin Konmpomo Sxocmi Omoen Konmpona Kavecmsa
Ceigourso npo arectayio Mz MT-410/14 8ig 03.12.14 CenaserensCeo o6 artectalvn he NMT-410/14 or 031214
BrAaKe O71 “YepueTprecTeTangapt” BchB suigauc IT1 "YkpMeTpieacTcTaHaaptT”
CaiaouTes npo arectaulio Ne 56 pig 20.01.12 Cenperentcteo of arrecraund Ne 96 or 20.01.12
Bij A48 flepwanHce cnyxGom0 Ypaiku 3 nikapcekux aacetis BEIAARC [OCYRAPCTREHHOM CYXNM0A YKpaHHb! N0 NEKEPCTEERAEIM CPEACTRaN
Yrpalka , 03134, m.Kule, eyn Mupy, 17 YrpawHa, 03134, rKres, yn. Mups, 17
Ten. 205-41-38, 402-76-35, daxc 401-40-38 Ten. 205-41-38, 402-76-35, dhaxc 401-40-38

CEPTUDIKAT HAKOCTI

{CepTucbukaT kayecTea)

TEOMEK

{Teonak)
TaGneTku nponoHresaHoil 4ii no 300 mr, no 10 TabneTok y 6nicTepi, no 5 Bnicrapie y navui
(TabneTku nponoKriposaH+Horo AecTeus no 300 Mr, no 10 TaBneToK e BnucTepe, No 5 BIUMCTEROB B Nadke)

Ne il un 0450221 KifbkicTL B cepil (konuwiecreo B cepuu) 11024 wr.
fava enpoGuuuraa (nara npouseogerea)  01.02.2021

PeecTpauinte nocBinYyeHHs (permcTpalMoHHoe cauaeTensereo) NeUA/T387/01/01
Tepwmis Aif peccTpauinHOrQ NOCBiAYEHHA HaoBMeweHWA (CDOK ABRCTEUS DErMCTRAUMOHHOIO CBUAETENLCTEA HEOTDAHUMEHHbIR)
BunpobysatHa npoeegene 3rigHo Meroais koHTpomio sikocri N3 Ne SFP-185-02
(wenbiTaHKs npoBeaeHs! cornacHo MeTofos KoHTpons kayecTsa JIC Ne SFP-185-02)
IMoka3Huku AakocTi

e —— Kpwurepil npuAHATHOCTI (KpUTEPWU NPMEMNEMOCTYA) Pe3ynurartH (peaynsTath!)
Onuc (onucatne} Tabnetxu kpyrnof dropmu, 6lnoro konbopy, Ta6nerxn xpyrnof dopmu, Glnoro
3 INGCKOI0 NOBEPXHBIS 3I CKOWEHWMH KPAAMK | KOMbOPY, 3 MNGCKOK NOBEPXHE 3i
pHcroo. JonycKkaKTLCA BKPanneHHa XOBTYBATOro CKOWEeHHUMM KPanMu | puckoto.
KOonbopy. (Tabnatsv xpyrnoi qopmel, Senoro usera, © {(7abneTku kpyrnod dopMel, Senore
MNOCKOW NOBEPXHOCTHIO CO CKOWEHHBIMM KP3AMM U PUCKOA. 4BETA, C MNOCKOA NOBEPXHOCTEIO CO
JonyckaroTcA Brpannexss XenTosaTtoro upeta) CKOWEHHLIMM KPARMH H DHCKOR)
Bignoslfae {cootsgreTsyer}
laenTudikauls (M4eHTHDMKAaLMA) A. C® - metop (CP - MeTOA) Blgnoslpac (coot@rcTRyet}
B. Mavog TUWX {meToa TCX) Bignosinae (cooTeercreyeT)

C. AxicHa peakulf Ha Teodinin

Bignoslgac (cooTeercTayeT,
{ka4ecTBEHHAR peaKUMs Ha TEODUNIIUH) ia lnac ( yeT)

D, Xapaktepha Akicua peaxyia Ha KMH

{xapaKkiepHan kayecTeeHHan peakura Ha KMH) Bianoslnac (cooTBercrayeT)

Cepeans Maca (cpefHRA Macca ) Bia (o1) 380 Mr oo 420 mr “411,6 Mr
Cynpogigsi pomiwku
{CoNyTCTRYIOWME NPAMECH) He Blinbwe {xe Gonee) 0.5 % <0,5%

= OQMHHAYHA B(_BM'I.HKB SAWHKYHAA NPUMECh)

PozunnenHn (pacTeoperde) -

Cepedoeuwye (cpeda) N21{0,1 M HCI}
-craain |l {craaus i ) He Ginkwe 25% BMmicTy Teodrinlky 33 1ron
(He Gonee 25% copep¥MmMOro TeodunnK4a 3a 1 yac)
Cepedoeuwie (cpeda) Ned (pocihamuul SydepHut p-n
pH 7,8) (docgamnnid Bygepredi pacmeop pH T,5)} :
He menwe 15% | ne Sinbwe 40% sMicty Teodlniny 3a
1 rog {He Mexee 15% wu He Gonee 40% cogepiemaro 27,0 %
TeobMNMMHA 3a 1 Yac)

16,1 %

-cranla |l {cragus il )

He meHwe 30% | he Ginbwe 75% BMicTy Teodbinlhy 3a
2 roauHu (He meHee 30% u ne BGonee 75% coaepxmmoro 51,8 %
TebUNNKHA 3a 2 Yaca)

He mentue (He meHee) 75% (@)
8micty TeodiniHy 3a TpH rOAMHH B CEPeAOBM UL PO3YHHEHHA

= cymapHo (craplsa I Ta cragla (1) N22 va 33 OA4HY roWKY B COPOAOBHIW POIYHKRHHA Nat 88,7 %
(cymMapho {cTaaur | U cTagua 11} {coeprmmMoro TeoMNNUHA 3a TpY YaCa B CPEAe PACTBOPEHYA
Nz2 1 33 04MH Yas 8 cpege pacTeopeHnA Net)
OnsoplaHicTE 4030BaHKHX OAKHMUB Mac slanosinath esmoram JOY 2.8.40, PBM 24 %
|{(0AHOPOAHOCTS A03MPORAHKbIX EiMHULL) {AON*eH COOTBETCTROBATE Tpeboranuam MY 2.9.40. PBM) '
Mikpo6lonoriyna yucrora JaranbHe YHCNO aepobHMX Mikpooprakiamie
{MrKpOGUONOrHYECHan HKCTOTa) (ofiujee YUCNo a3potHbIX MUKpOORTankamMes) (TAMC): <50

He Binbwe {He bonee} 1000811
3aransHe YMcNo AphKAXOBMX Ta nnlcHABKX rpubls

{obuWee YMCNO APOKKEBDIX M NNECHERLX Tprbos) (TYMC): <10
ne Ginbwe (e Gonee) 10081 r
BincyTnlcTe (o1eyTcTBue) Escherfchigcoli BT BigeyTHi {oTeyTCTBYIOT)

KinbkicHe Bn3HaveHHA Bin (o1} 285,0 mr go 315,0 mr,
{KCRMUECTBEHHOS ONPEABNEHKE) | ¥y NepepaxyHKy Ha cepenHio Macy oauicl Tabneru 3051 mr
- Teodininy {Teodmunnuna) (B nepecyeTe Ha CPOARIOK MACCY ORHOR TabneTku}

NMoeKHeH Bignoslnawm sAmoram HY CaETE T
Naxysianun{makosse} (ADMKeH cooTRaTCTB0BaTh TpESOBaHKAM HE) Bignosigac  {cooTe et}

NosurheH elonoslgard BuMoram HA 00 e
Mapuynauus (WapiuRanc) (AOmHEH CCOTRETCTBOBATE TpatosaHnaAm HE) Blanoslgac  {coozeeTcrayar)
TepuIH npuaaTHocTi (CPOK roaHOCTH) 5 poxis (net) Ao 02.2026

BucHoBok BKA: Bianmosioae, i erpaie koHTpomo AKocTi N3 Ne SFP-185-02
(3akmouerue OKK: CqoTaeftiayer. . 1pebgifinvam METOACH KOHTPONA KavecTea JIC SFP-185-02)

G Sl /2 20:7p.

Hau. BKA (O0xKy:  Mepewko O.M.

v /f/zw' 2
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PEXD3

OYEIMYHOE AKIMOHEPHOE OBHIECTBO «HAYUHO-MPOWIBO/ICTBEHHEIA
LEEHTP «50PUIATOBCKHI XMMHKOQ-GAPMAIIEBTHUECKHI 3ABO»

Vipanua, 03134, r. Kues, yA. Mupa, 17
Ten. (+38044) 205-03-10, 205-41-10;

(+38044) 205-03-83, (+38044) 205-03-14 (Y nonnoMouenHoe nuU0}

15

CEPTU®UKAT CEPUM I8 JEKAPCTBEHHOI'O CPEACTBA
TeomdK, TA0JAETKH, IPOIOBrHpoBaHBoOro neficreus, mo 300 mr

HaumenoBaHHE MPOLYKIHH
Jlexapcreennas dopma

Cuna
HeficTBHA/aKTHBHOCTD

Paimep H THIT YIIAKOBKH
CrTpaua-npou3BOAHTEIE

Homep perscTpannoHHoro
CBHAETEIBCTBA

Homep cepun
Pa3snsep cepiin
JlaTa npon3BOACTEA

Jlata oKOHYAHNA CPOKA
FOAHOCTH

Hazsanus, aapeca H
HOMepa JHHEH3HH BCeX
Y4YaCTKOB NPOH3BOACTBA K
KOHTPO/IH KAYeCTBa
Cepradukatsl GMP
yHaCTKOB, YKAJAHHLIX B
n.10

PeayanTaThl AHAIH30B

KommeHTapHH

3agBaenue o
cepTHOHKANHHK

damunaus, TOANHCH H
MOEAHOCTD JTHIA,
BbLIIABLIEro Pa3pellieHHe HA
BBINYCK CEPHH

Teomsk
TafneTkn nponoHrHposantoro aciicrena 300 mr

| TabGneTka copepiut: TeobunnuHa (B nepecyete Ha 100% cyxoe
BelecTBo) ~ 300 Mr
TTo 10 Tabnerok B 6ancrepe; Mo 5 GAHCTEPOS B MayKe

YkpauHa
UA/7387/01/01

0450221

11 005 yn.
01.02.2021
a0 02.2026

Ykpanna, 03134, 1. Kues, yn. Mupa, 17;
nuneHsus AB Ne5S98003;
CBHAETensCTRO 06 arTecTauny naSopartopuit OKK Ne96

Ne017/2019/GMP po 18.01.2022

TpuseneHE! B CePTH(UKATE KauecTsa

HacroAwuM NONTBEPHCIAND, HTO BHILGYKa3aHHas uH(opMaius
SBNSETCH AOCTOBEPHOH M TouHoH. 3Ta cepus NpPOAYKLHH Ouina
nponsBeeHa  (Bruoyas yNakoBKY/MapKUPOBKY) M [POBEJeH
KOHTpONh €€ KAuecTBa HA BHINIEYKA3AHHOM YYacTke B MOIHOM
cootBercTBuE ¢ TpeBosanuaME GMP, YCTaHOBNSHHBIME MECTHBIM
peryasTOpHBIM ~ OpraHoM, & Takke B  COOTBETCTBUM €O
crelHpUKAIMIMH, KOTOPBIE COREPKATCA B PETHCTPALHOHHOM J0CHE.
TlpoTokossl TpoH3BOACTBA © OCMOTPEHBl H YCTAHOBIEHO
cooreetcTEHE GMP ¥ xpaNng

Jlata noamAcanus

Manamapuyk E.A.
YNonHOMOUEHHOE JTHUG



Ny6niuve axylonepie mosapucmeo sHaywoeo-eupobruyul yenmp
«5O0PLIATIBCHKHMA XIMIKO-OAPMALIEBTYHHI 3ABOL»
Biddin Konmpomo Sxocmi
Ceigourso npo arecrauiio Ne NMT-410/14 sig 03.12.14
supaxe [N "Ykpmerprecrcrasaapr”

Csiaoyrso npo atecrauiio Ne 96 sig 20.01.12
suaaHe [lepxasHow cnyxGoio YxpalHu 3 nikapcokux 3acobis

. (G

NMy6nuynoe axyuorepHoe oSujecmeo cHayuHo-ap ) u

D
BXD3

«BOPU{ATOBCKHA XHMHKO-OAPMALEBTUYECKHH 3ABOL»
Omden Konmponn Kavecmea
Cangerentcrso o6 arrecrauun Ne NT-410/14 ot 03.12.14
sbiaano 11 "YrpMerprectcranaapt”
Cougerenscrao o8 arrecraiyuu Ne 96 or 20.01.12
BbifiaHo FOCYABPCTBEHHON CRYXGON YkpanHbi No NEKAapCTBOHHLIM CPEACTBAM

Yxpaina , 03134, m.Knls, syn.Mwpy, 17
Ten. 205-41-38, 402-76-38, daxc 401-40-36

Ykpauxa, 03134, r.Kues, yn. Mupa, 17
Ten. 205-41-38, 402-76-38, daxc 401-40-38

CEPTUO®IKAT HAKOCTI

(CepTuchukar kawecrsea)

TEONEK

(Teonak)

TabneTku nponoHrosaHoi ail no 300 mr, no 10 Ta6neTok y 6nicTepi, no 5 GnicTepis y naqui
(rabneTvk1 NponoHmMposakHoro aeitcTens no 300 mr, no 10 Tabnetok 8 6nuctepe, no 5 6nuctepos B nauke)

cBugeTen.! 87/01

Iﬁ il Da
Bunpoﬁysauua npoaenene 3rlu|-|o Me'ronia Kompomo AKoCTH I|3 Ne SFP-1 85-01

(ucnbiTaHuA NpoBedeHL! cornacHo MeToAoB KoHTpons kavectsa JIC Ne SF P-185-01)

Ne cepll (cepuu) 0951120 Kinbkicre B copil (xonuyectso & cepuyv) 10990 wr
Ta B u T #n T 12.11.2020
{5 j#HQ NOCBigYeHH UQHH Ne

Moxka3nuku sxocti
(noxasarenu kavecTea)

Kpurepii npuithaTHocTi (kputepun npuemnemocty)

Pe3ynbraTtu (pesynsratsl)

Onuc (onucariue)

TabneTkn KpyrnoY (popmn, GINOro Kon boOpy,

3 INI0CKOI0 MOBEPXHEIO 3I CKOWEHUMM KPasaMM |
PRCKOKO, BONYCKAIOTLCA BKPANIIOHHA KOBTYBATOrO
KOnbopy. (tabneTxu Kpyrnoi opme!, Genoro ysera, ¢

NNOCKOH NOBEPXHOCTBIO CO CKOLUGHHLIMU KPAAMM U PUCKOIA,

~TaBReTKNH Kpyrnol (hOpMH, binoro
KONbOPpY, 3 NNOCKOIO NOBepXHeIo 3i
CKOWEeHMMM KPasMM | pUCKOI0.
(rabneTiv kpyrnoii opmst, Genoro
4BeTa, ¢ NNOCKOR NOBEPXHOCTLIO CO

CKOLEHHBIMYU KPaAMU U PUCKOM)

Bignosinae (coovsercreyer)

A, co - MeTog (CO - meros) Blgnosigae (coorsercTeyer

TUIX (metoa TCX) Bianosinae (cooteercreyer)

C. ﬂx cHa peaxuls na Teodinin
(xavecTBeHHan peakiyus Ha TeodUnNnnH) Blanosiaac (cooteercreyer)
D. Xapaxrepua skicHa peakuis na KIH

(xapakTepHas kavyecTBeHHas peakuus Ha KMNH)

HonycxaioTcs BKpanneHus }enTosaToro usera)

inenTudixauin (waeHTubUkaums)

Blanosigac (cooteeTcTByeT)

CepegHa maca HAR Macca Big (o1) 380 Mr o 420 mr 402,1 mr
Cynposigni aomiuxu
(conyTcTaylowme npuMecy) : He Ginnwe (He Gonee) 0,8 % <0,5%
- OAMHKYHA AOMIWKA (EANHVMHAR NIPUMECH
Po3yuneHHn (pacTsoperne) ;
Cepedosuwie (cpeda) Ne1 (0,1 M HCI)
-crapnial (craaua | ) He Ginuwe 25% smicTy Teodininy 3a 1 roa 179 %
(He Bonee 25% COAEPHMMOr0 TEOhMNNKKA 3a 1 Yac) e
Cepedoeuuje (cpeda) % Hociamnuﬁ Syeprull p-n
PH 1,5) (bochamubid Gygheprbid pacmeop pH 7,5)) :
He menwe 15% | ve Slnbwe 40% smicry Teodininy 3a
1 roa (He meree 15% u He Gonee 40% COAEPNMMOro 27,6 %

- cranin Il (cragus |l ) TeodbunnuHa 3a 1 yac)

He menwe 30% | ve G6inbuwe 75% emicty Teodinivy 3a

2 roauHu (He MeHee 30% # He Gonee 75% CoaepXMMOro 543 %

TeopUNNUHA 3a 2 yaca)
He menwe (He menee) 75% (Q1)
BMICTy Teodininy 3a Tpu roanHu 8 cepenosrill po3HRHEHNHS
- cyMapHo (cranin | Ta craain li) Na2 va 3a oany roauHy B cepenoBuwl po3umHenns Ne1 90,4 %
(cymmapHo (cTaaus | u cragus 1)) {conepxaMOro TeOUANUHA 38 TPU HaCa B CPEAS PACTBOPEHUS
Ne2 1 38 oauH vac B cpeae pacTeopenus Net

OnnoplanicTs 4030BaHKX OANHNYL Mac slanoslnaTn BuMoram A®Y 2.940, Piﬁ 19 9%

(aomxeH cootseTcTBOBaTL TpeGosaHuam I'OY 2.9.40, PBM)
3aranuhe yncno aepobuux Mikpoopraniamis
(oBuiee uncno aapoBHeix Mukpoopratuamos) (TAMC):
#e Binbie (He Gonee) 100081 r
3aranbHe Ywcno ApbxaXoBuX Ta NnicHABKX rpubIis
(oG1iee YMcno APONOKEBLIX U NMECHesbIX rpu6os) {TYMC):
He 6inuie (ve Gonee) 1008 1 1

B;gcyr_nlcr_ﬁémmue) Escherichlacolis1r
Bia (o) 285,0 mr no 315,0 mr,

(oaHopoaHoCTL £ 03MPOBaHHbLIX 8AUHULLY)

MixpoGionoriuxa uncrora
(MnkpoBuonoruyeckan yuctora)

Bignosinae (cooteercrayer)

Blanoslaae (coorsercrayer)

Binnosinae (cootsercrayer)

KinbkicHe BusHaueHnn

(xonu4ecTeeHHoe onpeaenetve) : Y nepepaxysky ua cepeanio macy oawic! Tabnerxu 307,3 mr

- Teocininy (reodmnnuna) (8 nepecvere Ha HIOI0 Maccy oAHO#H TabneTkm)
Nosunen slanosinaTu eumoram HA

Naxyeanusa (ynaxoexa) (a0 H COOTBST 8aTL TpeGoRaNNAM H) Blanoselgac  (cootBetcTRYeET)
NoeuHen slanosinavn Bumoram HA —1

MapkyBsania (MapKupoexa) (RODOH CoOTBET BaTh TpEGOBAHNSM HJ1) Lr:'ffﬂ—:, Nanosuae (coorBeTcTBYET)

Tepmin npupatHocT (Cpok roaHOCTH) § pokis (net)

oo, f\\ Bo 11.2025

BucHosok BKA:
(3akntoueHne OKK: :

Hay. BKA (OkK): TMenewxo O. My.e0p

BULILA KOH B0 AKOC

o B Zf OL.Of Koo As Cﬁ/f*

et




@ oexXD3

NYBJINYHOE AKHOHEPHOE OBIMECTBO «HAY‘IHO-HPOPI?BOZ[CTBEHHHVI
HEHTP «BOPIATOBCKHH XUMHUKO-®APMAIEBTHYECKHAH 3ABO»

Vxpauna, 03134, r. Kues, yn. Mupa, 17
Ten. (+38044) 205-03-10, 205-41-10;

(+38044) 205-03-83, (+38044) 205-03-14 (Y nosHoMoueH:OE nuuo)

10

11

12

14

15

CEPTU®UKAT CEPUMU JJISI JEKAPCTBEHHOI'O CPEACTBA
Teon3K, TabaeTKH, NPOJIOHIHPOBAHHOIO e CTBHA, 10 300 mr

HanmeHnoBaHHE NPOLYKIHH
JlexapcrBennas ¢popma

Cuna
JEeHCTBHUSI/aKTHBHOCTh

Pa3sMep H THH YIIAKOBKH
CTpaHa-npoH3BOAHTE/b

HoMep perucTpanHoOHHOIO
CBHAETENILCTBA

Homep cepnH
Pa3mep cepHn
JlaTa NpOH3BOACTBA

JaTa OKOH4YaHHSA CPOKA
TOAHOCTH

HaspaHHg, aapeca H
HOMepa JHIEH3IHH BCEeX
y4aCTKOB NPOH3BOACTBA H
KOHTPOJS Ka4ecTBa
Ceprudpuxarst GMP
YUaCTKOB, YKA3AHHBIX B
n.10

Pe3ynbTaThl aHAJH3OB

KommeHTapnu

3anBJieHHKE O
cepTHOHKAUNH

daMHINud, MOANHCHL H
AOJIZKHOCTD JIHIA,
BblAAaBLIETO pa3pelIeHHe Ha
BBITIYCK CepHH

Teomxk
TabaeTky npoNoHruposanHoro ackcTeus 300 mr

1 TabneTka copepxut: TeodpumHa (B nepecuete Ha 100% cyxoe
BelecTro) - 300 mr

TTo 10 Tabnetok B 6aucTtepe; no 5 61HCTEPOB B Navke
YkpauHa
UA/7387/01/01

0951120

10 980 yn.
12.11.2020
no 11.2025

VkpauHa, 03134, r. Kues, ya. Mupa, 17;
nuueH3us AB Ne598003;
CBHZIETENRCTBO 06 arrecTauun naboparopuii OKK Ne96

Ne017/2019/GMP no 18.01.2022

[IpuBe/eHs! B CepTHOHUKATE KauecTBa

HacTosiluM TOATBEPKAZIO, 4TO BblluEYKa3aHHas HHopMauns
SBJISETCS JIOCTOBEpHOM W Tounoil. Ota cepus npoaykuuu Obina
npousseleHa  (BKiovas ynakoBKY/MapKHpOBKY) W NpOBEICH
KOHTPOJIb €€ KauyecTBa Ha BbILIEYKa3aHHOM Y4aCTke B MOJIHOM
coorBercTBuM ¢ TpeboBanusMu GMP, ycTaHOBJICHHBIMU MECTHLIM
PETyISTOPHBIM  OpraHoM, @ Takke B  COOTBETCTBMM  CO
cnetupHKaUAMH, KOTOPHIE (oA 3
IpoTokonsl NPOU3BOACTHE
coorpeTcTBHe GMP

Pomaniok T.H. ‘
YnoTHOMOYEHHOE JIHIO

30.11.2020 1.

Jara noanucannsn

Arg
cenris




P eXD3

NYEJIWYHOE AKHHOHEPHOE OBIUECTRO « HAYUHO-TTPOWIBO/ICTBREHHBI
HEHTP « BOPIIATOBCKHII XHMUKO-®APMATEBTHYECKHH 3ABO/1»

Yxpauna, 03134, r. Kues, yn. Mupa, 17
Ten, (+38044) 205-03-10, 205-41-10,

(+38044) 205-03-83, (+38044) 205-03- 14 (Ynonuomouennoe 1410)
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CEPTH®UKAT CEPUM LJIS1 JEKAPCTBEHHOI'O CPEACTBA
Teonsk, Tab/IeTKH, NPOJIOHTHPOBAHHOTO AeHAcTBHA, 10 300 mr

HaumeHoBaHWe NPOAYKUHH
Jlexapcraennas popma

Cuaa
NEeHCTBHA/A KTHBHOCTE

PaiMep u THN YNAKOBKH
CTpaHa-npoH3IBOANHTE/b

Homep perncTpauBoHHOro
CBHAETE/1bCTBA

Homep cepun
Paimep cepun
JaTta npou3sojcTsa

JlaTa OKOHUAHHA CPOKA
rMoaAHOCTH

Haszsauusa, aapeca
HOMEpPA JHLEHIHH BCex
Y4ACTKOB NPOH3IBOACTBA H
KOHTPOJA KA4YecTBa
Ceprupukats GMP
YYACTKOB, YKA3AHHbBIX B
n.10

Pe3yabTaThl AHAIHIOB

KommenTapuu

3annaenne o
cepTHhHKAIHH

OaMuAHA, TOANHCH H
AOAKHOCTE AHIIA,
BBLIIaBIIET0 PA3pPelIeHne HA
BBINYCK CEPHH

Teonsk
Tabnetkn nposoHrnposanHoro aekicrsus 300 mr

1 Tabnetka comepxkuT: Teohunnuxa (B nepecyere Ha 100% cyxoe
peiecTso) - 300 mr

Mo 10 Tabnetok B Ganctepe; no 5 6aucTepos B nNavxe

Ykpauna

UA/7387/01/01

0961120

11 186 yn.

13.11.2020

no 11.2025

Ykpauna, 03134, r. Knes,

nuuenans AB NeS98003;
ceuaeTenbeTBo 06 atrectaunu naboparopuit OKK Ne96

yin. Mupa, 17,

Ne017/2019/GMP no 18.01.2022

[lpuBeaeHs! B cepTudHUKaTe kauecTna

HacToAluM NOATBEPXKAArD, YTO BbllleyKasaHHas wuidopmauns
ABNAETCA AOCTOBEPHOH u TOuHON. DTa cepus npoaykuuu Obina
npouapesieHa (BKMOYas  ynakoBKY/MapKMpoOBKY) #  NpoOBEleH
KOHTPONb €€ Ka4ecTBa Ha BbILIEYKA3aHHOM YYacTKe B NOJHOM
cooTBeTcTBHH ¢ TpeBosanusmu GMP, ycTaHOBAEHHBIMH MECTHbIM
PerynsToOpHbIM  OpPraHoM, a Takke B  COOTBETCTBHH €O
crneundHKaIHAMH, KOTOPbIE COAEPIKATCH B PEIHCTPALHOHHOM 10Che.

3 : HIg MOTPEHBl W YCTAHOBICHO

LKy LS

30.11.2020 r.
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Caigourso npo arectauio Ne MT-410/

saaaHe [ “YkpMeTpTecTcTaHaapT’
Csigoursoc npo arectaui Ne 86 sig 20.01.12
srgane [epxasnow cryxGow Yxpaink 3 nikapcokux sacobis

.sopuunséexuﬂ xu;.rxo-umn‘ussmu;na RABO,I'."-
Biddin Konmpomo Axocmli

D
BXD3

14 sl 03.12.14

«Hay4Ho-np - 1 yeHmp

«5OPLJAr OBCKHA XMMHKO-®APMALIEBTHHECKHHA 3ABO/»
Omden Konmpona Kavyecmea
CaugeTenscrso of arrectauiam Ne MT-410/14 o1 03.12.14
sbigano I "YkpmeTprecTcTaHaapt”
CenaeTenscreo of aTTecraunu Ne 86 ot 20.01.12
Bbi8H0 MOCYARPCTBOHHOR CYWBOA YKPaWHBI N0 NEKAPCTBEHHEIM CPBACTEAM

Yepaina , 03134, w.Kuie, syn Mupy, 17
Ten. 205-41-38, 402-76-36, daxc 401-40-36

CEPTU®IKAT HAKOCTI

(CepTndmkaT kauecTsa)

TEONEK

(Teonak)

Yxpanna, 03134, r.Kwes, yn. Mupa, 17
Tean. 205-41-38, 402-76-36, chaxc 401-40-38

TabneTkn nponoHrosaHoi 4ii no 300 mr, no 10 TabneTok y GnicTepi, no 5 GnicTepis y nauui
(raBneTku NPONOHrMpoBaHHoro AecTeus no 300 mr, no 10 TabneTok B 6nuctepe, no 5 6AUCTEPOB B Nayke)

Ne cepil (cepuu)

2L il PeECTPd Ji
BunpobyBaHHA NpoBeeHe 3riaHo

JOK ]
MeTtoais koHTponio akocTi /13 Ne SFP-185-01

0961120

(MCnbITaHWs NpoBeAeHs! cornacHo MeTonos KoHTpons kavecrsa JIC Ne SF P-185-01)

__At6ur.
13.11.2020

MNMoka3HKKK AKOCTI
(nokazaTenw kayecrea)

KpuTepil NpHAHATHOCTI (KpUTepUH NPUeMNIemMocTy)

PesyneraTh (peaynsTaTthi)

Onue (onucaque)

TabneTkn Kpyrnol GOPMH, BINOTO KONLOPY,

3 NNOCKOI0 NOBEPXHEIO 3] CKOWeHNMM Kpaamm |
puckowo. [lonyckaloTLCA BKPaNNeHHs XOBTyBaToro
xonkopy. (tabneTku Kpyrno# dopmbi, Genoro ysera, ¢

NMOCKOH NOBEPXHOCTLK CO CKOLIEHHBLIMK KDBRAMH M PUCKOH.
[lonyckalTca BKpanneHus MenTosaToro useTa)

Tabnerxn kpyrnol hopmu, binoro
KONbOpY, 3 NNOCKOH NoBepxHeto 3
CKOW@HMMM KPAAMK | pHCKOK.
(TabneTkk Kpyrnoi copmesi, Genoro
uBeTa, C NNOCKOH NOBEPXHOCTLIO CO
CKOLWEHHBIMK KDaAMK i PUCKOW)

nos cooTBe T

loenTuddikauin (naeHTHDHKaUMA)

A. CO - meton (CO - meTop)

Blgnosigae (cooTeeTCTEYET

Bhﬂo.m SODOI'EETGTBYBT)

! — ﬂ,} Hgm [].I.Imll|I Eimm TCX)
. Ha pea Ha Teodpinin
Ha

Blanosinae (coorsercreyer)

(kavyecTeeHHaRA pﬂim_ll-h%ﬁc)
D. XapaxtepHa AxicHa peakuls Ha

(xapaKTepHas Ka4ecTBeHHan peaxuns Ha KMH)

Bianosiaae (cooreeTtcreyer)

(0\HOPOAHOCTL A03NPOBAHHLIX EAWHWLL)

(aom«eH cooTeeTcTROBATHL TpeGosannam MPY 2.9.40, PBM)

) Big (o1) 380 wr 0 420 Mr 402,0 wr
Cynposlaxi gomiwxm
(CONYTCTBYIOLME NDUMECH) : He Blnkwe (He Gonee) 0,5 % <0,6%
- HHY T H
Po34MHeHHA (pacTBOpEHHE) |
Cepedosuuje (cpeda) Ne1 (0,1 M HCI)
-cranla | (cragua | ) He Blnbwe 26% Bmicry Teodininy 3a 1 rog 13.4 %
(He Gonee 25% coaep¥Moro TeodmnnuHa 3a 1 yac) :
Capedoeuuie (cpeda) NeZ (pocpamrull SydepHull p-H
PH 7,5) (pocgpamrbid Gygpepeid pacmaop pH 7,5)) :
He meHwe 15% | ne Sinbwe 40% smicty Teodininy 3a
. cragin # (craqua Il ) 1 roa (He mexee 15%»1:5::360::?:;? COABPHUMOro 248 %
He meHwe 30% | He Ginuwe 75% BmicTy Teodlniny 3a
2 rogmunu (He mexee 30% u He Gonee 75% coaepxumoro 512 %
TeodunNvHa 3a 2 qaca!
MeHWwe (He MeHee (Q)
BMicTy TeomlniHy 3a TPM rOAMHMK B COPEAOBHILI POIHHHEHHA
- cymapHo (cTagin | Ta craais ll) N22 Ta 3a oqHy roAMHY B CepeaoBMull po3uMHeHHA Ne1 831 %
(cymmapHo (cTagma | 1 cranms 1)) (copep»MMOro TeoMUNNMHA 3a TPH Haca B CPeje pacTBOPeHWUA
Ne2 1 3a 0guH 4ac B cpeae WL
ORHOPIAHICTL A030BaHHX OAMHHUL “Mac BIANOBIRATH BHMOTaM -3.40, PBM 23 %

Mixpo6lonoriyna yucrora
(MHUKpPOGHONOrMyecKan YMcToTa)

3arancHe YMCNO A8pPOGHMX MIXPOOPTaHIaMIB
(o6wee Yncno aspobHbix Mukpoopranwamoe) (TAMC):

Blanosinae (cooTBETCTEYET)

aranbHe YMcno BMX Ta nnicHABKX rpubie
(o6Liee YMCNO APONOKEBLIX U NnecHesbix rpubos) (TYMC):
elr

Blanoelpae (cooTsertcTeyeT)

ia ir

Bignosigae (cooTseTcreyer)

Kinekiche BHIHaAYeHHA

Bia (oT) 285,0 mr go 315,0 mr,

(KonW4YecTeeHHOR onpedeneHne) | y nepepaxyHKy Wa cepeaHio macy oaniel TabneTxku 293,8 mr

| - reodbininy (Teodunnuna) (B NepecveTe Ha CPEAHIOK MACCy OAHOA TabneTk)

NakyBaHHs (ynakoska) @ no"::o" 'u"“m;' “;“';:fm __Bianosigac  (cooreercrayer)
Mapxysaiin (MapposKa) _gonm'm“ slanosinatk auuon::' mﬂnHm BW (cooTeeTcTEYET)
Tepmin npupaTHocTl (CPOK rOAHOCTH) 6 pokie (net) A;N 1.2025

BucHoBok BKA:
(3axnovenne OKK:

Hauy. BKH (OKK) :

MNegewxo O !

"~ Bianosigac__swmoram MeToais KoHTponio AakocTi N13 Ne SFP-185-01
ahesanam MeTonos koHTpons kauectea JIC SFP-185-01)

RIUILT KOHTPOJ
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@ 6XD

NYBJI4YHE AKINIOHEPHE TOBAPHUCTBO «HAYKOBO-BUPOEHHYHNA LIEHTP
«BOPLUIATIBCBKHH XIMIKO-®APMAUEBTHYHHI 3ABOI»»
Byn. Mupy, 17, m. Kuis, 03134, Vkpaiua
Ten. (+38044) 205-03-10, 205-41-10;

(+38044) 205-03-83, (+38044) 205-03-14 (YnoeHosaxeHa ocoba)

10

11
12
13

14

15

CEPTHU®IKAT CEPIi U1 JIIKAPCBKOI'O 3ACOBY

Teonek, Tab/1eTKH NPOJJOHroBaHoi aii mo 300 mr

HaiimenyBannsa npoaykuil
Jlikapceka ¢dopma

Cuaa aiVakTuBHicTh

Po3mip i THI ynaKoBKH
Kpaina-sHpobuuk

Homep peecrpauiiinoro
NnocBig4YeHHs
Homep cepii

Posmip cepil
JlaTa BupoGHHUTBA

JdarTa 3aKiHYeHHH TepMiHY
npHAATHOCTI

Ha3sBu, agpeca Ta HOMepH
JiueHsii Beix giIbHALL 3
BHpOOHHUTBA Ta
KOHTPOJIKO AKOCTI
Ceprudikatn GMP
AABIHLBL, BK23aHHX B n.10
PesyawTaTH BUnpobyBaHb

KomenTapi

3asBa nmpo ceprHdikaniio

IpisBuiue, nignuc i mocaga
ocobH, AKa Haaa A 03Bia
Ha BHIOYCK cepil

TEOIIEK

TabneTkn nposoHropanoi Ail no 300 mr

1 Tabnerka micTuTe Teodininy (y nepepaxypanHi Ha 100 % cyxy
pe4oBHHY) — 300 Mr
no 10 Tabnerok y 6nictepi; nmo S GnicrepiB y nauui

YkpaiHa
UA/7387/01/01

1700822

11 232 nak.

22.08.2022

no 08.2027

BYn. Mupy, 17, m. Kuis, 03134, Vkpaiua;

JiueHsis AB Ne598003;
cBigouTBO Mpo atecTauio nabopartopii BKS Ne96

Ne 015/2022/GMP po 10.12.2024

HaBepeHni B cepTHdikaTi sKocTi

LluMm s 3acBiauyro, L0 HaBeaeHa BHLle iHdoOpMallis € AJOCTOBipHOIO Ta
ToyHOw. Lo cepito npoaykuii O6yn0 BHrOTOBIEHO (BKJIKOYAIOYH
nakyBaHHS/MapKyBaHHs) Ta MpPOBEJEHO KOHTPOJb 11 HAKOCTI Ha
BHIlle3a3HaYeHIH AiJBHHLI Y NMOBHIH BignoBijHocTi 3 BuMoramu GMP,
BCTAHOBJIEHHMH  MICLIEBMM  DPEryJATOPHHM OpraHoM, a TaKoX
BiAnoBinHO no cneuudikauii, MO MICTATECS Y peecTpauiiHOMY J0CheE.

IMporokonu BHpoGHHIITBA OyJI0 mNeEpernsHyTO Ta BCTaHOBJIEHO
pianosignicte GMP. -
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@ BI(DB nysBNIYHE AKUWIOHEPHE TOBAPUCTBO ¢HAVKQBO-BHPOBHH‘IHIFI LIEHTP
«EQ.PLLI.AI'IBCbKHﬁ XIMIKO-®APMALIEBTUYHMUW 3ABOO»

Yxpaina, 03134, m.Kuie, syn.Mupy, 17 Ten. (044) 205-03-10, (044) 205-41-10,
(044) 205-03-83, (044) 205-03-14 (YnoesHosaxeHa ocoba)

CEPTUDIKAT SAKOCTI
TEOINEK

TabneTku nponoHrosaHol 4ii no 300 mr, no 10 TabneTok y Gnictepi, no 5 6Gnictepie y nauui

Homep cepii 1700822 Kpaina Ykpaina
KinekicTe B cepii 11240 wr PeecTpauyiinHe noceigueHHA Ne UA/7387/01/01
Aata Bupo6GHuuTBa 22.08.2022 Tepwmin aii peecTpauinHoro noceigueHHn HeoGMexeHnn

BunpobyeaHHa npoeeaeHe 3rigHo MeTopie koHTpono akocTi /13 Ne SFP-185-02

NMokasHukkn AKkocTi Kpurepii npuiHATHOCTI PeaynstaTtn
Onuc Ta6neTku kpyrnol coopmm, 6inoro KoNLOpPY, 3 NAOCCKOK
NOoBEePXHEIo 3i CHOLEeHHMM KPaAMM | PHCKOIO. Bignosigae
AonyckarTbCA BKPanfeHHA XOBTYBATOro KOnbLopy
laenTndikauin A. Y®D-cnexTp NorNMHaHHA: BUNPOGOBYBaAHWA PO3YMHH
Bianosinae
NOBMHEH MATH MaKCHMYM 3a OOBXHMHM XBHNI 275 HM
B. Ha xpomaTorpami sunpobosysanoro poszumny (b), ogepxa-
HiH NPW BU3HavYeHHI cynpoBiaHMX AOMIlLOK MaE BHABNATHCA
] Bianosinae
nnAamMa Ha pisHi nnAmMK Teodininy Ha XxpomaTorpami po3umnHy
nopieHAHHA (a)
C. FlxicHa peaxuin Ha Teodinin Binnosinae
D. Xapaxrepna axicHa peaxuin va KNMH Bianosinae
CepenHn maca Bia 380 mr oo 420 399,3 mr
I Bk S He 6inwwe 0,5 % <05%
- OAMHMYHA aoMiwka
Po3unuHenHn:
- craqin | Cepedosuwje Ne1 (0,1 M HCI) 16,4 %
He Ginbwe 25 % Bmicty Teodininy 3a 1 ron
Cepedoeuuye Ne22 (pochamuuls Gygheprud p-v pH 7,5):
- crangin Il He menwe 15 % i He Ginbwe 40 % amicTy Teodininy 3a 1 roa 331 %
He menwe 30 % i He Ginswe 75 % BmicTty Teodininy 3a 2 rog 57,6 %
- cymapHo (cTanin | Ta craagis Il) He menwe 75 % (Q) emicty Teodinivy 3a Tpm roamHm B cepe-
Aosuwi posumHeHHs Ne2 Ta 3a oQHY roaWHy B cepenoBuii 98,3 %
po3unHeHHnA N1
OaHOpiaHICTL A030BAHMX OAMHHLUL MpenapaT mac BUTPpMMYyBaTh BunpobyBsanHna. PoapaxyHok
npuimMansHoro yucna (AV) npoBogaTe po3paxyHKoBoO- 3,6 %
BaroBUM METOOOM
MikpoGionoriyna uucroTa 3aransHe yucno aepobHux mikpoopraxiamis 2
Bianosinae
(TAMC): ve Ginbwe 1000 a1 r
3araneHe YMcno ApimaxoBux Ta nnichaeux rpubie Blrinositae
(TYMC): ne 6inbwe 10081 r
BiacyTnicTe Escherichiacolis1r Bignosinac
KinbkicHe BHaHauyenHn: Bin 285,0 mr o 315,0 mr 290,8 mr
- meoginin (C;HgN,4O ;) y NnepepaxyHKy Ha cepeaHio Mmacy oaHici tabnerkun
Ynaxoexa NMoeunen Bianosipnatw eumoram HO Bianosinae
MapxyBaHHA Mosnren sianosinarm Bumoram HO Bianosinae
Tepmin npupatHocTi 5 pokis Ao 08.2027

¥Ymoeun 36epiraHHs:; B opuriHaneHin ynakoeui npu TemnepaTtypi He eyiwe 25 °C.

BucHoBok BKA: Bianosinac BuMmoram Me

Havansnuk BKA: MNenewxo O.IN.
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