Agpeca 02093, m. Kals, Byn, Boputninecers, 13
Ten. /Dakc: (+38044)566-68-78 DNpuitmansra

d ﬂ Q p H u u g {(#38044)207-73~41 Binaly worrpons axocr

{#38044 )y 207=73~04 Ynosnosgkena ocoba 3 awocti
(r38044) 2077327 Ynosrosakens ocoba 3 dapmakoHaiiany

Ceprudikar sakocri / Ceprudikar ananisy Ne 170000017019

1. Hanmenysanhsa npogyxuii; THPWUAOKCAH-JAPHULIA (BITAMIH BE-IAPHWMLIA)

(Ha3sa, cuna AfifakTMBHICTS, Nikapcoka dopma Ta 1 MA po3UMHY MICTUTL NIPUAOKCARY rigpoxnopuay 50 mr

PO3MIp YNakoBKy (IfEHTUUHO O TEKCTY Ha posuuH ana in'exdin, 50 mr/mn, no 1 mn B amnyni 3 MapKyBaHHAM YKpaiHCbKOI0
ynakosui roToBol npoayKuii)) mosoio, N2 10 (5x2) B nauli 3 MapKyBaHHAM YKPaIHCBKOIO | pOCIACHKOI0 MOBaMM
2. Homep cepil: WC20223

3. Posmip cepil: 44,182 TYI

4. Kpatua-supobung: Yipaiaa

5. Hanmenysanna Kpainm / KpaiH npusHavenHn Ykpaixa

nan cepil:

6. Homep peccrpauifinors nocsivennn: NeUA/B420/01/01

7. Bara snpobunyrea: 02,2023

8. flara saxinvenns repminy npugaraocri 022026

(micaup i pik, nicna akoro /13 He 3acTOCOBYETHCR):

9. Hassa, agpeca ta nomepu nitnensiit scix BUPOBNEHO, BRIOUAIOUM YNAKOBKY/MAPKYBaHHS Ta KOHTPONb AkocTi Ha MpAT
AinbHUUb BUpOBHMLTRA | KOHTPONIO AKOCTI; «Dapmauestnuna dpipma «[apruusx» 3a agpecow: m Kuis, syn. Bopucninbcbka,
Ceprudixkarn sipnosignocri GMP sceix 138;

BinbHMUL! nigenzin AB NeSOROES:

CBIROUTRO Npo atecrauio nabopartopiin BKA Ne 128,
ceprudikat GMP N2 050/2022/GMP

10. Axanis BukoHaHWI 3rigHO: MEKA N3 go peecrpauintoro noceiguennn NUA/S4A20/01/01 win 10.11.2018
Nei225, ai aminamm

Peaynurary axaniay:

Nern. . Halmenysausus nOKasHuKs Bumorn nopmarusHol poxymentanli Peaynurar ananisy
1 O flposopa beszbapana 360 3nerka 3abapenens pigura Bianosipae
2 ipevrndixaiia A Axicha peaxtiin (Mipuaokcun) Binnosipae
3 YQ-cnexrp nornuHasEn BnpobYREHOTD DOSHKHY, NRWroToBRedoro, Blanosinae

AK oncasHo B poaain "Kinekicse pusnavennsn®, B obnacti 8in 250 um
A0 320 HM NOBUHER MaTI MEKCUMYM NOTIMHAHHA BPY fosxmul Xanni

{29042} sm {nipupokcye)
4 Axicha peaxuln (punarphic egetary Binnosainae
5 fipenapar mae ByTH nposopus Bipgnosipae
8 3abapsneHnA NPENaparTy HE NOBMHHO NepesuyBaTy cradpapr Y6 Bigniosinae
afo BY6
7 25-35 2,7
8 Cynposinsi pomixm Bynb-sxl pomhwike - He Binswe 0.5 % Bignosinae
g Ob'em, o BWTAraeTHCR Npenapar nosksew signoaigaty sumoram 0V, 2.9.17 Bignosinae
10 Mexaniusl sriouskEa sl Bignosinae sumoram Qay, 2.8.20 Bigrosinae
HECTAHKY
11 Mexaniysl BRIOYSHNA Hegnumi Bignorinae sumoram OV, 2.9.19, merog 1.8 Bigrosinae

HaCTHHKA




12

13

14

15

18

Kinpiche suaHavents
CrepuneHicTs
Bakrepnanpl eHAOTOKCHHY
Yrakouka

Mapuysanns

Mipwnorenny rigpoxnopuny 47,5« 52,5 mrivn

fipenapat Mac ByTy CrepunBHIIM

lpannuna KoHUEHTPAUIR EHACTOKCHHIB —~ Mexie 17 MO/mn
Bignosgiguo ao MKA N3

Bignosigno go MKA N2

50.3 mriwn
Crepunshui
Binnosipae
Bignosinae

Bigriosigae

11. Komenraph

12. YmoBu 36epiranns:

Bes komenTapis

HeROCTYTIHOMY ANA aitelr micul

13. 3ansa npo ceprudikauin:

B opurinanbHin ynakosui npu Temneparypi He suie 25°C, He samopoxysaru. 3bepiratu 8

Liim nigreepapkyio, wo sci supobrnvl cragli ana yiel cepli rovoso! npoaykuil 6ynu npoeenent

B f0BHIN BIONOBIAHOCTE 3 BUMOTaMI, BCTAHOBNGHAMI B YuHHOMY kepianuTei no GMP,
saTepiKeHomy MisiCTepcraom oxopon 380por’a Yepainu, |3 sumoramn peecrpalifitoro
AOCHE KpalHW NDWIHAYEHHA

Cepin possonena go peanizauli / sigsawranennn 3 28.02.2023

B Oxorrikosa T.M.

Nocana: Ynosusosakeus ocoba

3arsepaxyo

Migncano enexTpoRuim nigncom: 28.02.2023 1423
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Mpopoexennn Ceprudikar axocri / Ceprudikar ananisy N2 170000006652

12 KinbkicHe BM3HayeHHA NipuaokcuHy ruppoxnopuay 47,5 - 52,5 mr/mn 51,5 mr/mn

13 CrepunbHictb Mpenapat mae 6yTU CTepUNbHUM CrepunbHuii

14 BakTepuanbHi eHOOTOKCMHM lpaHuuHa KOHLUEeHTpaLiA eHROTOKCMHIB — MeHwe 17 MO/mn Bianosigae

15 YnakoBka BignoeigHo go MKH J13 Bignosigae

16 MapkysaHHA BignoeigHo fo MKA N3 Bianosigae

11. Komenrapi: Bes komenTapis

12. YmoBn 36epiranun: B opuriHanbHiil ynakoBLi npu Temnepatypi He suwle 25°C. He 3amopoxysaTtu. 36epiratm B

HefloCTYNHOMY AnA fliTei micyi.

13. 3anBa npo cepmudikaniio: Lljum nigTBepKyio, Wo BCi BUpo6HUUI cTaaili anA Uiei cepil roToBoi npoaykuii 6ynu npoeeneHi

B NOBHil BiANOBIAHOCTI 3 BUMOramMu, BCTAHOB/IEHMMI B YMHHOMY KepiHULTBI no GMP,
3aTBeppkeHoMy MiHicTepcTBOM OXOpPOHU 3A10poB’'a YKpaiHu, i 3 BUMOraMu peectpalliiHoro
AOCLE KpaiHW NpU3HaYeHHA

Cepin po3sonena Ao peanisauyii / sBigsantaxennn 3 13.06.2022

MNIb: OxoTtHikoBa T.M.

MNocapa: YnosHoBaxeHa ocoba

Mignucaxo enekTpoHHum nignucom: 13.06.2022

3arBeppKyio

Crop.232



Agpeca 02093, m. Kuwie, syn. bopwucninbcbka, 13

Ten./Makc: (+38044)568-32-10 [lpuiiManbHa

d n n p H u u q (+38044)207-73-41 Bigain KOHTpOMIO AKOCTI
(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKocTi
(+38044)207-73-27 YnoeHoBakeHa ocoba 3 dapmaxoHarnagy

Ceptudikar akocri / Ceptudikar aHanisy N2 170000006652

1. HaiAmeHnyBaHHA Npoayxuii: NIPMAOKCUH-AAPHULIA (BITAMIH B6-[IAPHWULIA)

(vassa, cvna piilakTuBHicTb, Nikapcbka ¢opma Ta 1 M pO3YMHY MICTUTE NIPUAOCKCKHY rigpoxnopuay 50 Mr, po3uvH ana iH'ekujii,
po3mip ynakoBku (iAeHTUYHO 10 TEKCTY Ha 50 mr/mn; no 1 Mmn B amMnyni 3 MapKyBaHHAM YKpaiHcbKolo MoBoio; N2 10 (10x2) B
ynakoBL|i rorosoi NpoayKuii)) nayui 3 MapKyBaHHAM YKPaiHCbKOIO i POCIACbKOI0 MOBaMK

2. Homep cepii: wWC30522

3. Poamip cepii: 44,073 TYN

4. Kpaina-BMpoOGHNK: YkpaiHa

5. HalimeHyBaHHA Kpaihm / KpaiH npu3HavyeHHA YKpaiHa

AnA cepii:

6. Homep peecTpauiiiHoro noceigueHnn: NeUA/5420/01/01

7. faTa supobunyrea: 05.2022

8. [laTra 3aKkiHueHHA TepMiHy npmaaTHOCTI 05.2025

(micaup i pik, nicna akoro J13 He 3acToOCOBYETbCA):

9. Hasea, appeca Ta HoMepHM nilyen3ii Beix BUpOoO6NeHOo, BKNIOUYAIOUM YNaKoBKy/MapKyBaHHA Ta KOHTPONb AKocTi Ha MpAT
AinbHMUL BUpo6HMITEa | KOHTPONIO AKOCTI; «®apmauesTuuHa gipma «lapHuua» 3a agpecoio: m Kuis, Byn. bopucninbceka,
Ceprudixatm Bignosiguocri GMP Bcix 13;

ANbHMLDL: niyensia AB Ne598086;

CBifouTBO Npo atecrauyilo nabopartopiiti BKA N2 128;
ceptudikatr GMP Ne 035/2019/GMP

10. Avaniz BMKOHaHMiA 3rigHo: MEKA J13 go peectpauiitHoro noceigueHns NeUA/5420/01/01 eig 10.11.2016
N21225, 31 3miHammn

PeszynuraTm aHanisy:

N2 n.n. HalmeHyBaHHA NOKA3ZHWKA BuMOrn HOpMaTHMBHO! A OKyMeHTauil PezynuTaT aHanisy
1 Onuc Mposopa 6e3bapsHa abo 3nerka 3abapeneHa piguHa Bianosinae
2 IpeHTndikauia A fikicha peakuin (NipvAOKCUH) Bignosigae
3 IpenTndikadia B Y®-cnexTp nornvHaHHA BunpobyBaHoro po3unHy, npurotoeneHoro, Bignosigae

AIK onucaHo B po3aini "KinbKicHe Bu3HaueHHA", B obnacTi if 250 Hm
ao 320 HM NOBWHEH MaTH MaKCUMYM nornuHaHHA Npuy gOB?KHHi xBuni
(29042) Hm (NipUACKCUH)

4 IpeHTuikauia C fikicHa peakuia (quHaTpilo egerar) Bignosigae

5 Mpozopicme Mpenapar mae 6yTu nposopum Binnosipae

6 Konboposicte 3abapeneHHA NpenapaTy He NOBUHHO NMepeBuLLyBaTh cTaHgapT Y6  Bignosigae

abo BY6 _

7 pH 25-35 ’

8 CynposifHi AOMILIKK Bbyau-aki gomiwkm - He Ginbwe 0,5 %

9 OG'eMm, L0 BUTArAETHCA Mpenapar noeuHeH gignoeigaru eumoram Y, 2.917 |

10 MexaHiuHi BKNIOYeHHA: BUANMI Bignosigac sumoram AQY, 2.9.20 NN Ae o, anm.,.pe
YACTUHKK ' /Y

11 MexaHiuHi BKnioueHHA: Heeuaumi  Bignoeigae sumoram A1QY, 2.9.19, metop 1.B N~ pinnosinae
YACTUHKK : . OV
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1. HaumeHoBaHWE, cuna
Aeﬁcmualamuauocm, nexapcmenuaﬂ

copma ¥ pa3mep ynakoBKv
(MABHTUHHO TeKCTY Ha ynakoBKe

roToBOM nponyxuuu):

2. Homep cepuv roTOBOWM npoayKuuv:

3. CTpaHa-npousaonmenb:

4. HaumeHoBaHwe cTpanbl | cTPaH
pasnaueHus AnA cepuu.

5. Homep peruc1pauuonnoro
ynocrosepeuvm:

6. Qara npouzaoncma:

oka FrOAHOCTH

7. Rara OKOHUAHUA CP
otoporo J1C He

(mecsau ¥ ToA, nocne K
npumeuae'rcﬂ):

8. Ha3zsaHus, aapeca ¥ Homepa
nuueH3aun Beex y4acTkoB

npomsaoncraasaxoquonnKaquTBa:

9. CepTndukaTthbl cooTBETCTBUA GMP
Bcex y4acTKOB, yKka3aHHbIX B n.8:

10. PesynbraTthl aHanNW3oB!:

11. KomMMeHTapuu:

12. 3asBneHue o cepTudukaumn:

13. Uma n chamununs
YNonHOMOYEHHOTO Nuua, koTopoe
ocyuiecTBnaeT cepTucduKaumio cepun.

14. Moanucb YNONHOMOUYEHHOTO nuua,
KoTOpoe OcylecTBnAeT
cepTUUKaUUIO CEpUn.

15. [lata noANUCaHWUsA:

Ampec 02093
Ten./daxc:

CepTucukat cepuv nekapcTBeHHOro

Kuen, Y3 Bopmcnonacxaa,lS

1 Ornen KOHTPOIR xauacT
no
cpencTBa
BG-QAPHVMA)

suuo ne
puaa 50 Mr.

!

¢
7-73-4

(+38
(+38044)2

ﬂV\PV\nOKCV\H—D.APHV\u,A (B\ATAMMH
1 mn pacTeopd COnEPHUT. NUPUAOKCUHA mapoxno
pacTeop ANA AHBEKLAR, 50 M\'IMI}

no 1 mn B amnyne ¢ MapKupoBKov Ha yKkpauw
amnyn e KOHTYpPHOW aueikosont ynaxkoske; no
quenkosoie ynaxoeku B nauke ¢ MapKupoBKOW Ha yKpav

pyccKoM A3bIKaX
WC50920
YxpauvHa
YkpauHa

HCKOM A3bIKE, no5

0 2 KOHTYpHBIE
HCKOM ©

Pasmep cepuw: 43450 ynak.

UA/5420/01/01

ceHTAOPL 2020
09.2023

BKY 1 KOHTpOTD

npou3sefeHo, BKNIOMaR ynaxoaxy/mapxmpo
ya» no

KayecrTsa Ha 4AO «@apmauea'rwqecxaﬂ dwvpma «[Qapru
agpecy: . Kues, yI. BopucnonbCkas, 13,
nMUeH3nA AB Ne 598086, cBuaeTenscTBo 0
nabopaTopwi OKK Ne 128

6 aTTecTaumu

cepTudukart 035/2019/GMP

npueegeHbl B cepTudukaTte aHanuaa (aononHexne 1)

Xp?HV\Tb B OpUrMHansHON YNaKoBKE npv Temnepary
25°C. He 3amopaxuBatb

pe He Bbille

3TV\IV! noaTeEpXAar, HTo BCE NP0
aTOW Cepuy roTosow npoaykuun Gbinu NpousseaeHb! B NOSHOM
choBeTCTBWI ¢ TpeboBannaMy, yCTaHOBNEHHbIMU B
AENCTBYIOLEM PYKOBOACTEE no GMP, yTBepAEHHCOM
MUHUCTEPCTBOM 34paBOOXPAHEHUA YkpauHbl, 1 C
TpebosaHnAMU pEerucTpaumoHHOro AoCke CTpaHbl Ha3HaYeHnA

n3BOACTBEHHDIE cTapwy ans




HaumeHoBaHwWe npoayKuuu:

Homep cepun.

Homep perncTpatimoHHOro
YyAOCTOBEPEHUA

AHaNU3 BbINONHeH Not

Pesynbrar ananuia:

NononHerne 1 CepTudhuxaty cepuv

CepTtudmkat aHanu3a Ne 5

ﬂMPMQOKCMH-QAPHML&A (BUTAMUH B6-AAPHWLA), pacTeop ANA yHbekunn, 50
meimn. no 1 mn 8 amnyne € MapKupoBKON Ha YKPanHCKOM A3bike; NO 5 amnyn 8 KORTYPHOV
AUENKOBOW yNakoBke no 2 KOHTYPHBIE AHENKOBbBIC ynaxosku 8 nadke ¢ MBPKUPOBKO

YKDAVHCKOM ¥ PYCCKOM R3bIKAX
WC5H0920
UAI5420/01/01

Pasmep cepuu.

MKK N1C k perucTpaunoriomy YAOCTOREPEHWIO NeUA/5420/01/01

10026128

43450 ynax

Ne n.n. HaumenosaHwe nokazarens

TpeGoBarne HOpMaTVBHOW AOKyMeHTaunu

PesynbTaT asanuaa

4

Onucaking
2 ApeHTuduKkauns

jo%]

Mpo3pauroCTs

4 LiBeTHOCTL
5 pH
ConyTcTyoLmne Npumecy

~3 O

VlaBnekaemoin 00beM
MexaHnHeCKkne BRNIOHERNSA

o]

(e 5

KonnuecTBEHHOE Onpeaenenne
UPUAOKINHE TUAPOXNOPUAZ
10 CrepunoHoCTe

Mpoapaqnas BeclBeTHas nim Crerka OKpaleHHan XuakoCTs

A KauecTBeHHaA peakuns (nmpmnoxcvm)

B YD-CNEKTP NOTNOWEHNA UCNbITYEMOFO pacTaopa,
NPUrOTOBNEHHOTO, KakK onucano 8 pasaene "KonniecTeerHoe
onpeaenexue” 8 odnactv of 250 rim A0 320 HM AONKEH AMETS
MAKCUMYM 1107 NOWEHUS NPY ANAKHE BOTHBI (290+2) vt
(MUPUAOKCKH)

C KauecTaerHasn peakuus (AnHaTpwa aferar)

MNpenapar Aomxer BbiTh NPOIPAUHBIM

Okpacka npenapara He JOM¥Ha NPEBolLaTe 3TanoH Y6 vnn BYS
25-35

NiBoit npumecy - He bonee 0.5 %

penapat A0NKeH COOTRETCTBOBATE TPEDOBANARM (@Y. 2817
CootaeTcraerHo MKK 1C

47 5 - 52.5 mrimn

(penapar A0/Ixey BbiTe CTEPUNBbHBIM

CooTReTCTBYET
CooTeeTCcTBYET

Cooreeicigye’

CooteercrayeT
CooTseTcTayer
CooTtBercTayert
27
CootseTtcTBYyET
CooTsetcrayeT
CooTaertcrayeT
50.3 mrimn

Il

Crepnrbhniv

11 BaxkTepuanthel@ 3HAQTOKCUHbI MpeaenbHasn KOHUEHTPALUS 3HAOTOKCUHOB - MEHEE 17 ME/Man CooTeeTcTRYET
12 Ynakosxa CooTteeTcTBeHHO MKK NTC CooTBeTCT8YET
13 Mapkuposka CooraeTtcTBenHo MKK NC CooTsercrayeT
[laTa OKOH4aHuUsA CpOKa roaHoCTH 09.2023
XpaHeHue: XparuTo B8 OpUTMHANEHOR YNakoBKe Npu TemnepaTtype He Bbille 25°C. He 3amopaxnaarb
3axknouenue: CooTteetciayeT TpeboBaHiniM MKK N1C k peruCTpaijaoHHOMY. YAOCIOBK DEHWID N?UA/5420IO1/O1

[lara noanucanig

] O/ 79/ 20

Havanornk OKK.

Munuenka B.A

S——

§

i



{+38044)207-73-04 ¥nosHoBaMeHa ocofia 3 AKocTi
{(+38044)207-73-27 ¥YnoBhoBameHa ocofia 3 dapmakoHarnagy

Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13
Ten./®akc: {+38044)566-68-78 [lpuimanbHa
n n p H u ug (+38044)207-73-41 Bippin koHTponic AkocTi

Ceptudikar akocri / Ceprndikar ananisy Ne 170000024706

1. HaiimeHyBaHHA npogyxuyii: NIPMROKCUH-JAPHULA (BITAMIH B6-OAPHIALA)

(HazBa, cuna fii/akTMBHICTb, Nikapcbka ¢opma Ta 1 MA po3UMHY MICTUTE NipUAOCKCUHY rigpoxnopuay 50 mr

pO3Mip YNakoBKK {iGEHTUYHO A0 TEKCTY Ha PO34MH ANA iH’eKUii, 50 Mr/mn, no 1 MN B aMnyni 3 MapKyBaHHAM YKPaiHCbKOI
YNaKoBLi roToBoi NPoAyKLUii)) moBoto, N2 10 (5x2) B nauLli 3 MapKyBaHHAM YKPaiHCbKOIO | poCiiicbKOD MOBaMK
2. Homep cepii: WCE0823

3. Poamip cepii: 43,986 TYN

4. KpaiHa-BMpoGHUK: ¥YkpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ans cepii:

6. Homep peecrpauifiHoro nocpigveHHn: NeUA/5420/01/01
7. Bata supoGHulyTBa: 08.2023

8. Bara sakiHueHHA TepMiHy NPMAATHOCTI 08.2026

{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX BUpoGNeHo, BKIOYAICUM YMAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [TpAT
AinbHMLL BUPoGHULTBEA | KOHTPONIO AKOCTI; «(QapmaueBTUuHa dipma «fapHuua» 2a agpecolo: M Kuie, Byn. bopucninkcbka,
Cepmudixatu BignoeigHocti GMP Bcix 13;

BinNbHALYD: niyeHszin AB N°598086;

CBigouTBO Npo atectauiio nabopatopiin BKA Ne 128;
cepTngikat GMP Ne 050/2022/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 po peectpauiinHoro noceigyeHHa NeUA/S420/01/01 Big 10.11.2016
Ne1225, 3i amiHamMuK

PeaynbTaTh aHanisy:

N° n.n. HalmeHYBAHHA NOKAZHWMKA Bumo»@i‘ ABHO) ’h%nﬂqu PeaynbTaT aHaniay

1 onuc Mp e3bafiehd afo aflapeneHa piguHa Bipnosinae
JLOKY MEHTIB \‘)

TSIV

,p MOrMUHAHHA Bunp 6& aHoro posthy, Bianoeigae

ofna lfmp /ZU

2 laeHTUDiKaLin A A Bignoeipae

=

3 laeHTUDiKaLis B Vi

OBH HEH MaTh MaKCMyM

NornuMH naqmsm x6lni (29042) um (NipugokcuH})
4 laeHTUdiKalis C fkicHa peaK el ) ep,eTaT) Bignoeipae
5 MposopicTb Mpenapar mae 6yTM Npo3opUM Bianosipae
B KoneopoBicTb 3afapBneHHA NpenapaTty He NOBMHHO NepeBWlLyBaT CcTaHgapT Y8  Bignosipae
abo BYB
7 pH 1‘.0““"“ o 25-35 2,7
£
8 Cynpdu?nm JOMIWKK 46(. Byab-AKi gomiwky - He Ginobwe 0,5 % Bignoeipae
~  OxoTHikoBa  »
9 Obtem, Wo BT RRRREA 2 Mpenapar nosvHeH Bignosigaty snmoram JoY, 2.9.17 Bignoeigae
= MwkonaiBHa =
10 MegaHiuHg EHREGERHT Bhavng: Bignosigae Bumoram Aoy, 2.9.20 BianoBsigae
uacTgHk 0481212 -~
11 MexaHiyHi BKNIOYeHHA: H%P‘IAI‘IMI Bignosigae Bumoram AdY, 2.9.19, meton 1.B Bignoeigae
'-IaCTHHKﬁty‘. oy gu?”
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Mpoposxenna CeprudixaT axocti / Ceprudikar ananisy N2 170000024706

12 KinbKkicHe BM3HayeHHA MipuaokcvHy rigpoxnopuay 47,5 - 52,5 mr/mn 49 3 mrimn

13 CTepWibHICTB Mpenapar mae ByTH CTepUABHUM CTepunbHWiA

14 bakTepwanbHi eHOOTOKCMHN IpaHWYHa KOHLUEeHTpaLia eHROTOKCHHIB — MeHWwe 17 MO/mn Bignoeigae

15 ¥naKkoeka BignoeigHo oo MKA N3 Bignoeigae

16 MapKyBaHHA BignoeigHo oo MKA N3 Bignoeigae

11. KomeHTapi: bes KkomeHTapis

12. YmoBu 36epirannn: B opuriHanbHii ynakoeui npu Temnepatypi He BUwwe 25°C. He 3amopoxyeath. 36epiratv B
HEQOCTYMHOMY ANA AiTeld Micui.

13. 3anBa npo ceprndikanio: Llum nigreepaxyio, Wwo BC BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOEHIiiA BigNOBIAHOCTI 3 BUMOraMM1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHUUTBI no GMP,
3aTeepaKeHoMy MiHicTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro

AOCLE KpaiHW NpU3HAYeHHA

Cepin go3BoneHa go peanisauyii / BigBanTaxeHHn 3 18.09.2023

3aTBepaKyio
MNIb: OxoTHiKoBa T.M.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enektpoHHUM nignucom: 18.09.2023  11:03

JoxymeHT nignucaHo y cepeici BuacHo (novarok)
00481212_20230918_Certificate_170000024706.pdf
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JokymeHT nignucaHo y cepsici BuacHo (NpoA0OBIKEeHHR)
00481212_20230918_Certificate_170000024706.pdf

HoxkymeHT BignpasneHo: 11:11 18.09.2023

BnacHHMK fOKYMEHTY

EnexTpoHHMiA nignuc

11:11 18.09.2023

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ®©IPMA JAPHWULA
npoeBigHWiA iIHCNeKTOp-ynoBHOBaXkeHa ocoba: OxoTHikoBa TeTAHa MukonaieHa

Yac nepesipru KET/ELM: 11:11 18.09.2023

CraTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000000E1C000077500000

Tun nignucy: keanigikosaHwin




v NAPHUUSA

e

Anpeca 02093, m. Kuis, syn. Bopucninbcbka, 13

{+38044)

(+38044)207-73-04 YnosHopaxeHa ocoBa 3 sKocTi
(+38044)207-73-27 YnosHoeaxeHa ocoBa 3 ¢apmakoHarnagy

Ten./Makc: (+38044}568-32-10 MNpuimanbHa
207-73-41 Bipgin KOHTPONW AKOCT

Ceprudikar akocri / Ceprudikar ananisy N2 170000012947

1. Halimenyeauua npogykujii:
(Ha3Ba, cuna giilakTmsHicTy, nikapcbka dopma Ta

PO3MIP ynakoakn (ifeHTUYHO 10 TEKCTY Ha

ynakoeui rotoBoi npogykuii))

2. Homep cepii:

3. Po3mip cepii:

4. Kpaiva-enpo6Huk:

5. HaiimeHysanHA Kpaiuwm / kpalH npusHaueHHs
ANA cepii:
6. Homep peectpauiiiHoro nocgiguenns:

7. Dara supo6HnyTBa:

8. fara zakiHueHHA TepmiHy npuaaTHocTi
(micaub i pik, nicna Akoro 13 He 3aCTOCORYETRCA).

9. Hazea, aapeca Ta Homepw niyeHsin ecix
AINbHALb BUPOGHNULTBA | KOHTPONIO AKOCTI;

Ceprudikarn Bignosignocri GMP Bcix

AINbHILL:

10. AHaniz BUKOHaHMIA 3rigHO:

PeaynbTaTn aHanizy:

MIPNAOKCUH-AAPHULA (BITAMIH B6-[JAPHULIA)

1 M posuuHy mMicTiTe niprpokcuHy rinpoxnopuay 50 wr, pOo34nH ANA iH’ekuin,
50 mr/mn; no 1 mn & amnyni 3 MapKyBaHHAM yKpaiHChKOWw mosoio; N2 10 (5x2) B
nayLi 3 MapKysaHHAM YKPaiHCLKOIO | pOCiChKOI0 MoBaMI

WCs1022
43,631 TYN
YKkpaiHa

YrpatHa
NeUA/5420/01/01

10.2022
10.2025

BUPOBNEHO, BKNIOYAKOUM YNaKOBKY/MAapKyBaHHA Ta KOHTPONb AKOCT] Ha MNpAT
«Qapmauestruna dipma «HapHuua» 3a agpecow: m Kuis, Byn. bopucninbceka,
13;

nigeHsia AB Ne598086;

CBIACUTBO Npo arecTalio nabopatopin BKA Ne 128;

ceptudirat GMP Ne 050/2022/GMP

MKA N3 po peectpaninnoro noceinuenns NeUA/S420/01/01 Big 10.11.2016
Ne1225, zi smiHamuy

N2n.n.  HalimeHyBaHHA nokasHnKa Bumorn HopmatneHol pokymenTanii Pezynobrar ananisy
1 Onuc MNpozopa GesbapaHa abo 31era 3abapr/iena piguHa Bignoeipae
2 lnerTndikauis A fAkicHa peaxuia (Fipugokcun) Bipnosigae
3 YQ-CrekTp NOrnvHaHHA BUMPOBYBaHOr0 POIUMHY, NpUroToBneHoro, Bignorigae
AK onucano e posfini "Kinkkicke suzHaderns”, B obnacti sig 250 Hm
A0 320 HM NOBUHEH MaTW MAKCMMYM MOMMMHAHHA NpWU OBXKKUHI XBWAT
(29012} M (nipupokcuH)
4 AkicHa peakuis (auHatpito enerar) Bianosigae
5 MNpenapat mae 6y71 Nnpoaopum Bignoeigae
6 3abapBsreHna fipenapaty He ROBUHHO NepeewLyBaTy ctaHaapT Y6  Bignosigae
abo BY6
7 25-35 2,7
8 CynposigHi gomiwkm ByAp-AKi nomilkmK - He Ginble 0,5 % Bignosigae
9 O6'em, Wo BUTAracTHEA lpenapaT noBuHeH BiANOBIATY BUMoram ADY, 2.9.17 Binpnoeigae
10 MexaHivHi BrNOYeHHA: BUAMMI Bigneceigae sumoram 1Y, 2.9.20 Bianosigae
YacTUHKK
11 MexaHidHi BRItoueHHA: HeBugumi  Bignogigae sUMoram oY, 2.9.19, metog 1.B Bignosinae

HaCTNHKW
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NpoposkeHun CepTudikat axocTi / Ceprmdikat ananisy Ne 170000012947

AR

12 KinbkicHe BuaHavyeHHn MipnookcnHy rigpoxnopuay 47,5 - 52,5 mr/mn 49,3 mrimn

13 CrepunbHiCTL Npenapar mae 6yT cTepUAbHIM CrepunbHuin

14 BaxTepuansHi eHgOTOKCUHM I'paHnyHa KOHUEHTPaUiA eHACTOKCUHIB — MeHwe 17 MO/mn Bignosinae

15 ¥Ynakoeka BignogigHo go MKA 13 Bianosinae

16 MapkyeaHna BignosigHe no MKA 113 Bianosinae

11. KomenTapi: bes komerTapis

12. Ymoeu 36epiraHna: B opurinanshin ynakosuj npu Temnepatypi He suge 25°C. He 3amopoxysatu, 36epiraty 8

HefoCTYNHOMY Ans AiTel micy.

13. 3anea npo ceptudikauilo: Lum NinTBEPAXYIO, WO BCi BUPOGHMUI cTagii AnA Uiel cepii rotTosoi npogykuii 6ynn nposegeHi
B NOBHI BiQMOBI{HOCTI 3 BUMOraMu, BCTAHOBREHUMA B YWHHOMY KepisHALTE no GMP,
3aTeepgkeHomy MiHicTepcTeom oXopOHW 300poB’A YKpaiHu, | 3 BUMOoramm peecTpaudiitoro

0Che KpalHW NPW3IHAYMEHHA

Cepia gossoneHa no peanisauii / BigeaHTaxenns 3 11.11.2022

3argepaxyro
MN1b: OxoTHiKoBa T.M.

[Tocaga: ¥YnoeHosaxeHa ocoba

MinnncaHo enextpoHHMM nignucom: 11.11.2022  11:23
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