JEPKABHA CIYXKBA 3 JIKAPCEKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Haail Cairamunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.va, Koa €APTIOY 37079055

BUCHOBOK
npo AKICTH BBE3EHOr0 B Y Kpainy JAiKapecsKoro 3acoly

14.09.2023 Ne 46885/23/26

CTPYKTYM®

(HallMelyBaIHA RIKaPChKOUG Jac0dy Arinio 3 peccTpauifinuM noceinueniamt
kancyan Teepai no 500 mr; mo 20 kancya y Gaicrepi; mo 3 GnicTepn y KapToHHIR YMAKOBI
(Qropa BHAYCRY. BOIYRIHHA. B NAKYBRHHA xikapcekoro acoby)

Homep pecctpauiinoro nocsiasenks UA/7504/01/01 crpok aif peecTpallifioro noceiaqeHs HeoBMexeH i
Cepi nixapckoro 3acoby N 3G385 KinskicTs BEEIEHOTO Nikapcekoro 3acoby 13798

BupobrAK l'ep ®abp Meaukament [1posaxum, dpanitis
{safmenyBdHns BHpoGHIHKA NIKBPLLKOED racoBy, Kpaiia HOXOIREHHR)

Baeseno B Y kpaiHy TosapucTRo 3 06MeXKReH010 BiaNOBIAANLHICTIO *BOPBAFPTC
GAPMA", inen. koa: 42071629

(KeHMeiypanus TE ko 3a €APTIOY topwAR4HOT 0co6K 6o npisuiae. iM's, Mo Garakoni GiznMHOT
ocafin -~ NIANPHEMLA, IT Miclie NPOXHBANKE Ta peecTpauifiiui Homep 08/1iK0BOT KapTKY TIATHIKD
nogarxie 260 Cepin Ta HAMEP Nacnopra)

MpoTOKON Ri3YANLHOTO KOKTPOAIO B 14.09.2023 & 2759/2.

Ja  peayNLTATAMH GEMKABHOIO  KOHTPOMO actanoBnieHd, Wwo Aikapceknft  3aci  peeeno B Yepainy 3
OLABCTBA WONO 3afeanesiena AKOCTI NIKApCLRUX 3acobia.
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[Jororsn IT'ep Madp MemaxamenT IIpoaaxnm |

CEPTH®IKAT AKOCTI Ne 2023-06/01 (3G385)

Hazga

CTPYKTYM®

Kancyma tBepni, mo S00 mr Ne 60 (20x3); no
20 xancyn y bumicrepl, mo 3 Omicrepn y
KApTOHHIA YIIAKOBIIL

AKTHBHI pe90BHHH:

1 Karcyna MICTHTE: XOHAPOITHHY cYIIbdary
HaTpiio S00 Mr

Howmep cepii
KuIbKicTs cepii

3G385
20 110 ymakoBOK

Kpaina BUpoOHHEK

(Dpaniiga

HafiMeHyBaHHS Ta MICTIC3HAXODKCHHS

IT'ep ®adbp MemuxamenT Ilpogakine
pupoOHHTa JuikHULA [Ipoxidapm, By Jlice,
45500 XKien, Opaniis

HoMep mimeHs1i Ha BApOOHHITBO 2022-025-1-2
GMP cepruixar Ne 2021/HPF/FR/093
JlaTa BHpOOHUNITBA 28.03.2023
IpuaaTamii 10 03.2026

JlaTta aHam3y 31.05.2023
PeecTpanifine nocByi9cHHA B YKpaiHi Ne [UA/7504/01/01

[KoHTakTHI fjaHi BApOOHAKA |

Cropinka 1/2




[Jorotun Il'ep ®abp MenukamenT IlpoyakiiH]

CEPTH®IKAT AKOCTI Ne 2023-06/01 (3G385)

TecTn Hopmn PesyabTaTn
Ommc Hemposopa kancyna posmipy «0»  |Biamosigace
OaKUTHOTO KONBOPY, IO MICTUTh
OLmii abo KOBTYBaTHI IIOPONIOK 3
armoMeparaMmu
Inenrudixama: (€D 2.2.24) IMonoxennd 1 BITHOCHA IHTEHCHBHICTE | Bimosigac
XoH/IpoiTHH cylb({ar HATPIO MakcHMyMIB abcopOmii ma I —
CIEKTP1 JOCILKYBAaHOTO 3pasKa 1
€TAIIOHHOMY CIICKTp1 IIOBHHHI
BIIOBIaTH
CepeyHa Maca BMICTY 95 — 105 % Big HoMinaneHol Macu |101 %
OIHOPITHICTS A030BAHHX AV <£15,0 (n=10), sxmo sumMora (4,9
ouHUE (AV} AV < 15,0 He BUKOHYETHCSA, TO
(€D 2.9.40} OPOBOJAITE BUIIPOOYBaHAS A
n = 30 1 B¢l IHHByaIbHI IOKa3HUKH
BMICTY IIOBHHHI 3HAXO{UTHCS B
MeXKax
BT 0,75 M 1o 1,25 M
Pozunnenns > 75 % (Q) 3a 45 xBHMH 101 %
(€D 2.9.3)
Brpata B Maci mpu <14 % 9%
BHcymyBaaHi (€D 2.2.32)
KumbkicHe BH3HAYECHHS: 475,0 — 525,0 Mr/kanc. 486,2 mr/Karc.
XOoHApOITHH cynh¢haT HATPIO y IepepaxyHKy Ha CYXy PCUOBUHY
(€D 2.2.20)
Mikpo0OioioriMea IHCTOTA:
(€D 2.6.12,2.6.13)
- TAMC < 10° KOEX 10 KOE/r
- TYMC <10 KOEr 10 KOE/r
- Escherichia coli IloBunHI OyTH BIACYTHIB 1 T BiacyrHis I T
- Salmonella species IlopunHi OyTH BiAcyTHIB 10T BiacyrHis 10T
- Staphylococcus aureus IloBunHI OyTH BIACYTHIB 1 T BiacyrHis I T
- Bile-tolerant gram-negative < 10> KOET 1 KOE/r

bacteria

XKien, 01.06. 2023

VmornoBakeHa ocoba: Xiomserrt Jlecax [ITiamuc]

Meremxep 3 KOHTpoo KocTi: Conenn Xans' ep [ILiamuc]

3asga npo cepradikaniio:

S misTBEP/HKYIO, IO HABCACHA BHINE iHQOpPMALiA € JOCTOBIPHOK 1 ToUHOK. 114 cepis mpoxykiri EupobneHa,
BKIFOYAIOUH VIIAKOBKY / MAapKYBaHHA TAa [ KOHTPOJEL SAKOCTI HAa BHINC3a3HAYCHIH JUINHIL, Y ITOBHIH
BimosigHocTi 3 BAMoraMH GMP MICOEBOTO PETVIATOPHOTO OPraHy, a TAKOX BiOBLIHO fo cnemudikamnii,
fIK3 MICTHTBCH B PCECTPANiiEOMY AOCHE. BHpoOHIIITTBO cepii, YITAKOBKA Ta JaHi aHATI3Y OyIH pO3IISTHYTI 1

BCTAHOBICHO BiAUOBiAHICTE BuMoraM GMP.
Cepig nixTBep/XKeHA TA BHIYICHA.

[KoHTakTHI jaHi BAPOOHAKA |

Cropiuxka 2/2




JEPXIIKCIIVXBA
AEPKABHA CJIYXBA 3 MIKAPCHKHX 3ACOEBIB
TA KOHTPOJIIO 3A HAPKOTHKAMHA y m. KHEBI ]
Byn. bepesuskisceka, 29, Kuis, 02098, ten./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dIs.gov.ua,httgs://www-dls.gov,ua, Koa €JIPTIOV 37079055

BHUCHOBOK
Ipo AKICTH BBE3eHOTo B YKpainy JikapcbKoro 3aco0y

25.11.2020 ; ' ' Ne 64813/20/26

CTPYKTYM®

(naiiMeHypanss MKADCHKOTO 3acoby 3riaHo 3 peecTpaiifnmy IOCBiNYeHHAM)
Kancyma Teepai wo S00 mr; no 20 kancyn y Gricrepi; o 3 OsicrepH y Kapronmiii ynakosmi

{popma BANyCKY, KO3YBANHS, BUZ NIAKYBAHHS HixapceKkoro 3acoby)
Howmep peectpanitfsoro nocsizgerns UA/7504/01/01 crpox aif peecrpanittaoro noceixgenns HeoOMeXeH i
Cepis nixapeskoro sacofy Ne G08331 Kinexicrs BBE3EHOro JrikapchKoro sacoby 20274

BmpoGuak 'H’ep ©abp MemukamenT Hponaxmms, Ppannis

(nativenyBarss BHDOOHNKR AIKAPCEKOTO 3aco0y, Kpatia NOXOKeHs)

Baesero B Yipainy | Tosapucrso 3 ofmexeromn BixnosinansHicrio "BOPBAPTC
DAPMAY", inenr. vox; 42071629

(Hatimenysanas T2 kox 3a CAPIIOY sopunnusof ocobi abo npisemme, iM'e, no Garexosi gHamubol
0cobH - miAnpHeMIy, Tf MicTe NPOXHBAHES Ta peecTpauilinmit HoMep 0OAiKOROT RAPTKH NAaTHEKA
nonatkie abo cepis Ta Homep nacropra) '

IIporoxon sisyannnoro koutpoio pin 25.11.2020 Ne 3674/5.

32 pesymbrataMy [EPKABHOTO KOHTPOMIO BCTAHORAEHO, HIO nikapcekhit 3aci6 BBeseHo B Vipainy 3
AOTPHMAHHAM BEMOT 32KOHOJABCTBA MOKO 3a0e3NETeHHS SXOCT] JIKapCRKHX 3acobin,
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[JIoromamn II'ep ®abp Menuxament [lpomakmH]

CEPTU®IKAT AKOCTI Ne 2020-09/01 (G08331)

Hazpa

CTPYKTYM®

Kamcynu tBepai, o 500 mMr Ne 60 (20x3); o
20 xancyn y 6nicrepi, no 3 6micrepn y
KapTOHHIN yriakosi.

AXTHBHI pe4OBHHHN

1 xapmcyna MICTHTB: XOHAPOITUYY CyabdaTy

HaTpiio 500 mr
Howmep cepii G08331
Kinbkicts cepii 20276 ynaxoBox
Kpaina sBupodHuk Opaniis

HaliMenyBaHHs Ta MiCUE3HAXO0/DKEHHI

IT'ep ®abp Memuxament [Ipomaxmy
Bupobrmua pinsaundg [poxidapm, sy, Jlice,
45500 Xien, Odpanuis

Howmep JiinieHsii Ha BApOOHHUIITRO

NeM 177247
GMP ceprudixar Ne HPF/FR/300/2017
413 BUpOOHHIITBA 16.07.2020
TpunaTaui go (7.2023
Jara ananizy 04.09.2020
Peectpaniiine moceigyeHns B Yrpalmi Ne [Ne UA/7504/01/01

{Konraxrui paki supobHnKa]

b QUL /2 300
02 oY 2/
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[JTorotun [T'ep ®abp Menuxament [1ponakims]

CEPTH®IKAT SIKOCTI Ne 2020-09 /01 (G08331)

BianosiaHocti 3 BuMoramMu GMP MicHeRoro peryiTopHOro oprasy, & TaKo
sKka MiCTHTBCA B pecctpauiliroMy xocwe. BupoSHBUTRO cepii, ynakoska Ta ja %gé.ﬂxay@
i

BCTAHOBJIEHO BiANOBIZHICTE BUMoTaM GMP.
Cepia niATRep/HKEH2 T2 BRAYHIEHA.

[KomrakTsi nani pupobaukal

Tectn HopMmnu Pesynwrarn
Omuc Henpo3zopa kancyna posmipy «0»  |Bignosizae
ONMaXETHOTO KOILOPY, 10 MICTATH
Oinuit abo xoRTYBATHI IOPOIIOK 3
arjoMepaTaMu i
{Inenrubixanis: (€D 2.2.24) Honomwennsa 1 BignocHs IHTEHCHBHICTS | Binoosinae
Xonapoirul cyab(ar HaTpito MaxkcuMymie abcopOii ma [4 —
' CIEKTPi ZOCIIAMKYRAHOTO 3pa3Ka i
ETAJIOHHOMY CIIEKTpi TOBHBHI
BIADOBIIATH
Cepentss Maca BMIiCTY 95 — 105 % rix BOMiraseHO Macn 101 %
OnHOPIAHICTB 1030BAHEX AV <15,0 (n=10), sxmo Bamora (2,8
opuEHIE (AV) AV < 15,0 ge BuKORYyETHCH, TO
(€D 2.9.40) IPOBOAATE BHIPOOYBaHHES JUIA
n = 30 i Bci IHAMBIYAIIBHI TTOKA3HHKH |
BMICTY MOBHHHI 3HaXO/JUTHCH B
MEXAX
rin 0,75 Moo 1,25 M
PozupHeHHS > 75 % (Q) 3a 45 xsunuy 98 %
(€ 2.9.3) ‘
Brpara B Maci ipu <14 % 8%
BuCymypansi (€D 2.2.32) ,
KinpxicHe BH3HAYEHH: - 475,0 —525,0 mr/kanc. 484.5 mr/xarnc,
Xouppoitun cynegar narpio ¥ IEPepaxyHKy Ha CyXY PEUOBHHY
(€D 2.2.20)
Mikpo6ioforissa 9ucToTa:
(€D 2.6.12,2.6.13)
- TAMC < 10° KOE/r 5 KOE/r
-TYMC < 10* KOE/r 10 KOE/r
- Escherichia coli TTourni Oyru Bigcyrais I ¢ Bigcyrairlr
- Salmonella species HosurHi 6yTu BiacyTHi B 10T Bincyris 101
- Staphylococcus aureus {ToBunHi OyTH BixcyTHIB 1 T BigcytHiB 1 1
- Bile-tolerant gram-negative < 10> KOF/r I KOE/r
bacteria
Kien, 07.05.2020
VnosuoraxeHa ocoba: XKar-baricr Kaprinse [Higmuc]
Menekep 3 KOHTPOMIO AkocTi: Ppenepixa Matse [1limuc]
3asea npo ceprudikauio: ),;ﬁ"‘ T A
ST niaTBepIKyYIO, TI0 HagexeHa Buine iHbopMaris € goct OBipHOIO i Tounoio. 1 ce ﬁﬁmwpoﬁneﬂa,
BRIIFOYAIOMHY YIIAKOBKY ! MB.pKS’BaHHﬂ Ta I KCHTPOS AKOCTI Ha Bnme:’.as SIHH,{, Y“g{)’&ﬁlﬁ
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TEPHCUTIKCITY AKBA
NEPYKABHA CJIYXKBA 3 JIKAPCHKAX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

By Bepesmsikineska, 29, Kuis, 02098, Ten./dake: (044) 550-23-55, Ten. {044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,hitps://www.dls.gov.ua, Kog €APTIOY 37079055

BUCHOBOK
. IpO AKICTH BBE3EHOTO B YKPAlHy Jikapchroro 3acoby

16.12.2020 , ' Ne 69984/20/26

. CTPYKTYM®

(HaiiMeHy BaHHs MiKapCEKOTO 38006y 3rijHO 3 peecTpaniifinM noceinieHHsM) :
kancyJn Tepi mo 500 mr; no 20 xancyx y Gicrepi; no 3 GaicTepy y KAPTOHHIA ynaKoBui

(hopma BRITyCKY, ZO3YBAHHS, R MAKYBANHA JiKAPCHKOTO 3a006y)
Howmep peccrpariinoro nocsiaerns UA/7504/01/01 crpok aif peecrpauitiroro noceintents HEOOMEXEHIH
Cepis nixapesxoro 3acofy Ne G08332 KinskicTs BBe3enoro nikapeskoro sacody 8050

BupoGsmx ITep ®abp Memuxament Ipopakimy, $pannis

(HalpMeHyBaHEA BUPOGHHKA 1IKAPCEKOro 3acofy, Kpaia NOX0ZKeHA)

Beeseno p Yxpaity Torapnerso 3 o6mexenoro Bimnosinanenicrio "BOPBAPTC
DAPMA", igenr. kop: 42071629

(naivenysanna Ta xon 32 €JIPIIOY 1oprmmisot acobu abo npissuuie, im'a, no Sarskosi dizwiHoT
0coGu - HANpUeMLLs, il MiCtie TpoXKUBAHHA TA peec?pamﬂnnﬂ HoMep 0GIiKOBOT KapTKY IIATHHKA
nogarkis afo cepid Ta HOMEp nacnopTa)

IIpoTOKOI Bi3yANEHOTO KOHTPOJLIO Bl 16.12.2020 X 3966/2.

3a pe3yNBTATAMM JEPKABHOTO KOHTPOMIO BCTAHOBNEHO, Mo Jikapobksi 3acid sBesero B VYipainy 3

JOTPHMAHHAM.. R3AKOHOABCTEA MO0 3a6¢3NEeHRs AKOCT] NiKapCLKHX 3aC001B.
--\p.,‘.‘\OHTPDﬂIo‘?
.—o\?’ a K04 35 (;‘F

Murona XOJIOJEHKO

(ininiany Ta npissuuie)
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[JToroTumn IT'ep ®abp Me,ankamem" Iponaxmm]

CEPTH®IKAT SIKOCTI Ne 2020-09/02 (G08332)

Haszsa

CTPYKTYM®

Kancynx tBepai, no 500 Mr Ne 60 (20x3); o
20 xanicyn y Guictepi, o 3 6xicrepn y
KapTOHHIH yIIakosii.

AxTHBHI peJoBHHM:

1 xancyna MiCTHTE: XOHAPOITHHY CynbaTy
HATPi0 500 Mr

Homep cepii
Kinskicts cepii

G08332
20272 ynakoBok

Kpaina supobumk

®pannia

HaliMeHyBaHHS Ta MICLIC3HAXO/DKEHHS

I'ep ®abp Menukament ponaxine
supobuuaa aireauns [Ipoxidapm, syn. Jice,

145500 Xien, ®paunis

[Konrakrsi gani supoGuuka]

Howmep ninensii Ha BEpOOHHITEO NeM 17/247
GMP ceprudikat Ne HPF/FR/300/2017
aTa BHpOOHUIITEA 16.07.2020
Hpmxarﬂm fits) 07.2023
JlaTa ananisy 04.05,2020 .-,
PeecTpaniiise TOCELAUeHHS B Y Kpaiai Ne | e UA/Z504 9170,1 e
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[Jlororau IT'ep ®abp MenuxamenT Iponaxms]

CEPTHOIKAT SIKOCTI Ne 2020-09 /02 (G08332)

Teern HopMma PesvasTaru
Omnuc Henposopa xaucyna poamipy «0»  |Bignosizae
i 6AaKHTHOTO KOJIBOPY, IO MICTHTB
6immaii a6o >xoBTYBaTHil IOPOLIOK 3
( argoMepaTaMu -
Inenrudirauis: (€D 2.2.24) [Monoxenss i BinHOCHa iHTERCHBHICTS |Binnosinae
XoHapoiTHH cyis(paT HaTpiio MaxcumMymis abcopbnii ra I —
: CIIEKTPi HOCTIDKYBAHOTO 3pa3ka i
ETAJIOHHOMY CIIeXTpi NOBHHHL
BIIIOBIZATU
Cepenas Maca BMICTY 95 —~ 105 % Bix HoMinamsHOT Mack - |100 %
OnpopiAHICTS JO30BAHMX . AV < 15,0 (n=10), axmo sumora  |3,2
ofuauils (AV) AV = 15,0 He BUKOHYETHCH, TO ;
(ED 2.9.40) HPOBOJATH BUNPOOYBaHHS 14
n= 30 i Bci iHAUBIAYaIbHT TOKA3HUKA
BMICTY ITOBWEHI 3HAXOJHUTHCA B
Mexax
8in 0,75 M a0 1,25 M
Posunnenng > 75 % (Q) 3a 45 xBumun 97 %
(€D 2.9.3)
Brpara B Maci Opu <14 % 8%
prcyntyBanui (€@ 2.2.32) A '
KinpKiCHe BAHATCHH, 475,0 — 525,0 mr/xanc. 487 .0 Mr/xarc.
XouaApoiTHH cynpphaT HATPio y IiepepaxyHKy Ha CyXy peYOBHEY
(€D 2.2.20) :
Mixkpo6iororiusa 9HcToTa: .
(€D 2.6.12,2.6.13) g
- TAMC < 10’ KOE/r e“%ﬁ‘
-TYMC <10°KOE/r | = ,5 5 K
- Escherichia coli ~ TIosuawni 6yru sigcyTHi B ﬁ P Q
- Salmonella species IToBumni 6yru BincyrHi 3,130»;41; =
- Staphylococcus aureus Iopmmai 6yt Bigcyrai B°1 % 3094 Bia
- Bile-tolerant gram-negaﬁve < 10> KOE/r “f ; ’
bacteria o

Kien, 07.09.2020

ViosHoBaMXEHA ocoba: Man-baricr Kapriase [[immuc]

MeHemuep 3 KOHTPOTO skocth: Openepixa Matse [1Tiamuc)

3aspa npo ceprudiranino: =,
S nipTEEpMKYR), HI0 HaBeAeHa BHILES indopMania € noc‘rompﬂom i Toanoo. Lx cepm ﬂp{iﬂ.y“f(ml 1‘:;?1;){1»61}6:1-1&11~

BEJNIOYAIOYH YOAKOBKY / MapKyBaHHA -Ta il KOHTPOJh AKOCTI Ha BHINgsasHaueril mingani, y moBmif...s%
BinmorigHoeTi 3 BuMoramu GMP MICHEBOTO PerynsiTOpHOrO Opramy, 4 TAKOK BiZHOBAHO fo crenndixamnii,
KA MICTHTBCS B peecTpalilingmy Jocke. BupoGuuiirso cepii, ynakoBKa Ta fani asamisy Oyiu posriaHyTi i
BCTaHOBNEHO BiOmoBiAHiCTh Bumoram GMP.
Cepist miATBEpAKEHA T2 BUNYINEHA,

{Kograxtai gaui sypoﬁma}

Cropiuka 2/2



[Jororun H'ep Dabp Mepmkanment Hpopaxiun)

CEPTH®MOIKAT SIKOCTIE No 2021-08/01 (G10148)

Haspa CTPYKTYM®

Karcys teepii. no 500 mr Ne 60 (20x3): 110
20 kancyn y Gnierepi, no 3 Guicrepn y
KapTOHHI yIakoBLi.

Axrusni pevosuni:

| karicyna MICTHTL: XOIIPOTTHITY Cyib(ary
{itatpiio 500 mr

Homep cepii G10148
Kinpkicrn cepii — . |14D31ynmaxosorc
Kpaina supoOnuk Mparnis

Haidinenysanns ta micuesnaxorokenus H'ep dabp Memkament Tpogakim
pupoGHyua ainsmnst Hpoxwidapa, sy, Jlice,
45500 Kien, dpaniis

Honep Jiiiensil Ha BUpoOHULTBO M 17/247 ]
GMP ceprudirar No HPEF/IFR/300/2017

Jlata BupoOHHILTBA 30.06.2021

UHpnnaruuii o 06.2024

Mara ananisy 00.08.2021 o

Pecerpawiine noesiauenns B Ykpaini No [UA/7504/01/01

[Kowrakrui paui supoGinikal Cropinka 172




CEPTHMIKAT SIKOCTI Ne 2021-08 /01 (G 1

[Jlororun T'ep dadp Memkament Hpoakin|

0148)

- Teern Hopnin | Pc.w thm ‘
One Henposopa kancyna posmipy «0» Bianoninac ’
ONAKHTHOO KOJILOPY. [0 MICTHTE
Olnit abo JKOBTYBATHH 1OPOILIOK 3
arjosMepatamu
Lienrndiranis: (€D 2.2.24) Honoxenns i Bizpocna inrencusuicrs | Bignosijgae

XouapoiTuu cyandar narpiio

MakcHmymis abeopOuii a I -
CHEKTPI JIOCHIDKYBAHOTO 3pas3ka |
CTUIOHHOMY CHEKTPI OB
BIJIOBIJATH

Cepenns maca Bmicry
ONHOPLIHICTD JO30BAHIX
ojmHuIL (AV)

(€M 2.9,40)

Posynuenns

(Cb 29 ’).. o
Brpara B maci HpH-
prueymynanui (€d 2,2.32)

% Bi

95 —~105 JLHOMIHQIILHOT Macl
AV < 15,0 (n=10), sikio sumMora
AV < 15.0 He BHKOHYETRCSI, TO
IPOBOJISITL BUIIPOOYBAH A JUIsI
1= 30 1 Bl THMBIYAILHT TOKARIHKH
BMICTY MTOBHIHT 311aX0UTHCY B
MEIKAX
BiJ L 0,75 M jo 1,25M

> 75 % (()) 30 45 XBIIIH

y—
0/0

YT

110,0

101 %

S
2

94 %

)/
‘/ 0

Kinbkicne susnauenust;
Xowapoitnn cyabdar narpiio
(Ch2.2.20)

Mikpobionorivna uncrora:

(€M 2.6.12
- TAMC

- TYMC

- Lseherichia coli

- Salmonella species

- Staphylococeus aurcus

- Bile-tolerant gram-negative
bacteria

2.6.13)

Wi, 23.08.2021

4750~ 525,0 mr/rarnc.
Y NEPEPaxynKy ia cyNy peuoBuuy

< 10” KOEA

0° KOE/r
Hosumi Oyru sipeyruip 1 r
Hosnnui Oy siaeyrni s 10 ¢
[Tounni Gy1 it Biacyrtni B 1 r

107 KOE/r

Ynontosaxena ocoba: Aan-Baricr Kaprine [[inmie)

Meneasniep 3 kourposno skoeri: bpegepice Marne [[Tie)

3ansa npo cepriniratiio:

SUNIATHEPIGRYIO. MO HABCACH BHILC THGOPMatLn © 10CToRIpHOIO | To
YHAKOBRY /
siznosianocti 3 susorami GMP miciienoro PEryJSTOPHOTO Oprany, :
Sk MICTHTRES B puu‘pzmil‘mmx aocke. Bupobumirso cepil, ynakonfl m'vm‘m

BRITQUAION 1

MapkyBaHus ta 1T KOHTPOSL SKOCTI Ha

BCTAHOBJACHO BiANOBIAHICTL BUMOraM GMP,

(,L‘[J)ISI ninr BEPMKCHD T

[Kowrtakrni aaui supoGinka)

BHITYHICHA,

ant],mzi'uumi o-

4993 mr/xarc.

10 KOE/r
10 KOE/r
Bineyruis |1

Biseyrnis 101
Bineyrnin | r
| KOE/r
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)
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FPierre Fabre
Mcodicaament
Production I’

QUALITY CERTIFICATE Mo 2021-08/01 (G10148)

| Product name CSTRUCTUM®

Hard capsules, 500 mg No 60 (20 xl)

I 20 capsules in a bhslc 3 blisters inlthe carton box
/\anc gredients:

I capsule contains: 500 mg of chondroitin sulfate

-~ T - S e S - - S()Cllun]
Batch number - , | GI0K !8
_()Lmntny rb!cmui R B L R k1 pnd
Country of mdnuﬂmuw - o - ]
Name and location of manufacturer Pierre Fabre Medicament Product iOL

Site Progipharm, Rue du Lycee, f!Sw()Oy Gien, France

"M‘muma m'nj_, aul om(mon numbu

GMP certificate number - IPI/H(/’?()( 12017 4 t
Munofactring dae L solenpoar @

MDd[C of dn.llym
Marketing Authc

ion | numbu m Ukuum )A/?‘i()z/ I/( [

ww\aw"@

SERVICH RRRC l/fﬂ}"
24 ruel'de é\ Trlog

67460 SOUFFE[WLYI RSHEIM
Tél, (+33) '3 gg 1807 24
Fax (+~33) 3801807 20

whuction de Gien * BI* 77 - 455092 Gien Go
933 80 - Talax P
33 (031 48 10 80 ¢

Adrasse courvior © Using de §
Tl © 33 (0)2 38 29 33 00 - Fux
Slege Soamt 45, place Abol-Ganoa » 026564 HBoulogne ©

GG Dot sctans spliae ou capital da 37T 506 GG - Swon 383 302 46
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Fierre Fabre

NMerclicaumyert

Froduction

QUALITY CERTIFICATE No 2021-08/01 (G10148) '
!

S SO S g

Appearance

Tests ‘ypcuhculmm X R« “;‘I_lh“‘a
Opaque blue capsule size 0" con mmn; e mmphw
N white or yellowish powder with a l& lomerates)
Identification (EP 2,2.24) Position and the relative intens xly of the ? Complics

Chondroitin sulfate sodium

absorption maximums on the IR - spectrum :
ol the test sample and the reference apunung

1

Average mass of content

Uniformity of dosage units (}\V)
(EP 2.9.40)

Dissolution

(1P 29.3)
Loss on drying

(EP 2.2.32)

195 -

myst L”'”L.Y e bimomgmemesese s

| ¢ nominal mass LO1 %
AV < = 10), if the AV < 15,0 <3cman<i 32
is not Iul 11ch conduct tests fox n=30and
all individual performance content 5hmxld be,

{inthe rangeof 075 Mto 1.25M |}
2 75 % (Q) at 45 minutes 94 %
“ld4v oo w

Assay of chondroitin sulfate sodium
(i ]) ko) 3())
!\mc,mhlol()gu.al pnnly
(EP2.6.12, EP 2.6.13)
TAMC
I'YMC
- Lischerichia coli
- Salmonella species
- Staphylococeus aureus

- Bile folerant gram-negative bacteria

Gien, 23/08/2021

Qualificg Person
{

Clertification statement:

475.0 - 525.0 mn/mps ina di\ substance ‘J( z!?)‘f}‘,fiﬂn‘l;'___',y/éﬂzklp.?; '

10 CFU/g L0 CFU/
02 ClU/ 10 CFU/g,
Should be absent in g, Absence in | g

Should be absent in 10g [ Absenee in 10 g
Should be absent in 1g Absence in | g
<102 CFU/g - T CRUZ

EURe M ﬂ“({?{r’gg

SERVICERR

UiTs /( . apel
24 r“‘; de taries ( %‘f o ’
67460 sour%&msvmswm v J/
Y€l (+33) 388 18 07 ) OCM Ty »m.u Pv AT

Fax (+33) 3881807 uyn

| Imrclw certify that the above information is authentic and accurate, This bd ch of

product has been manufactured, including packaging/labelling and qua
the mentioned site in full r.omphmm ith the GMP requirgys
regulatory authority and with the specifications in the registra
PIOCCSSITLL, ;mdmijng and analysis records were reviewg

1P

u)mplmncu with G

The bateh is approved and released.,

Adrosse courrier . Usine do prec
Tal . 33 (02 38 20 00 - Fax : 33 ¢
¢

Cpe Lwcal dh, placae Al [€¢)

Hocto par netions stnpilise oo vin

4 Boutegne

wt irol at

v da Gioo L B 77 - af
3820 33 80 -
o $3 (Ot

13 508 620 ¢« Hiren . 300

Thiex
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JEPHIIKCITYKBA
AEPYABHA CJHYIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIO
3A HAPKOTUKAMMU Y XAPKIBCBLKII OBJACTI
ByJ1. I'pomamsinenka, 25, m. Xapkis, 61057, ten/dake (057) 731 50 68.
e-mail: dls. kh@dls.gov.ua, https: //x\'\vl\_h,_c_lls‘,}_.\g\/ﬂ.;Jz;, Kox €JIPITOY 36985153

BHCHOBOK
PO SIKiCTL BBE3CHOTO B Yxpainy agikapeskoro 3ac00y

01.12.2021 @ 72249/21/2011

CTPYKTYM®

(uaiiMenynauns JHKAPCLKOTO 3acoly srinno 3 pecerpauiiinm HOCBIRMCHIAN)
Kancyan reepai no 500 mr; mo 20 kancyr y Guricrepi; no 3 Gaicrepn y kapronmiii YHaKOBI

(dopma BHIIYCRY, J03yBAtg, BILL nakysanis Aikaperkoro Jaco0y)

Howmep peectpauiiinoro nocsinuenns UA/7504/01/01 cTpok aii peectpauiiitoro nocsiguenns 01.01.2099

Cepis nikapebkoro 3acoGy Ne G10148 Kinvkicts mnesenoro aikapeskoro sacoGy 5413 yrr,
BupoGuuk [T'ep Dabp Mesmkament Iponaxium, Dpanuis

(nalistenysais supoGnmka aikapeukoro acoly, kpaiia noxowkenis)
Bueseno s Vipainy Tosapucrso 3 o6nmekenon sixnosizaisnicrio "AMETPIH OK",

inenr. ko 38218086

(natisenysanus ta ko sa CJPIIOY 1opintnet ocobu abo npissnue, iM's, 1o Garnkopi Qiznanof
0cobu - nlanpues, it vicue nposamanns Ta pecerpanifimni nosmep o6nmmm KapTKI [IATIHHIKS
NOAATKIB abo cepis ta nosep nacnopra)

Mpotokos sisyansnoro kowrpoo pin 01.12.2021 Mo 1326/0/01.21-21/1.

33 peayibTaTaMit  ACpKaBHOTO  KOHTPOMIO BCTAHOBACHO, 1o JiKkapebkiii  3aci  wsescHo B Ykpainy 4
AOTPHMAHHSIM BHMOT 3aKOHOIABCTEA 010 Fa0e3 ey el SIKOCTI likapebKiX 3aco6is,

,::’WM"‘\
y f\ H 4 \\?‘

0‘ qwh IACO5,
()0 \ci)*““‘ﬂfu; 7;

dcrymn}f ua\i’wbnnxca“cﬁ@)‘@l \
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[Jlorotun IT'ep dabp Meauxamenr [poaaxiny)

CEPTH®IKAT AKOCTI Ne 2021-09/01 (G20042)

Hassa

CTPYKTYM®

Kancymu teepai, no 500 mr Ne 60 (20x3); no
20 xarnicyn y 6nicrepi, o 3 6micTepu y
KapTOHHIN ynakosui.

AKTHBHI pe4OBHHA!

1 kancyna MicTHTS! XOHAPOITHHY CyIbdaTy
Harpiro 500 mr

Homep cepil
Kinskicrs cepil

G20042
20332 yrmakoBok

Kpaiua supobHuk

@paHIlig

HaliMeHyBaHHA Ta MICUE3HAXOIKEHHA

IT'cp dadp Menukamenrt [Iponakuu
BUpobunya mineruUng Ipoxidapm, sy, Jlice,
45500 Xien, Opanuis

Howmep niueH3ii Ha BHPOOHUIITRO M 177247

GMP ceprudikar No HPEF/FR/300/2017
Jara BupobHuUTEA 23.07.2021
[puaaraui oo 07.2024

Jlata ananizy 31.08.2021
Peectpaniiinie nocsiguenns 8 Yxpairi Ne [UA/7504/01/01

[KowTaxTHi 1aui BHpoBHHKaA]

Cropinka 1/2




{Jloromun IT'ep ®abp MenuxamenT [Tponakuin]

CEPTH®IKAT AKOCTI Ne 2021-09 /01 (G20042)

Tecru

Hopmm

PesyabraTH

Onne

Henpozopa kancyna po3mipy «0»

ONIaKUTHOTO KONBODPY, IO MICTHTS

Hinuii abo KOBTyBaTHil TOPOILOK 3
arsoMepaTamMu

Bianosinae

[aenrudiranis: (€D 2.2.24)
XOHJIpOITHH CYNbQAT HATPIK

[TonoxweHHs 1 BIIHOCHA IHTEHCUBHICTE
MaKcHMyMiB abcopbuii va 19 —
CIEKTPi JOCIIIDKYBAHOTO 3pas3Ka i
ETaIOHHOMY CNEKTPi NOBUHHI
BiAMoBigaTH

Binnosigae

Cepenns maca BMicTy

95 — 105 % Bia HoOMIHAIBLHOT MacH

100 %

OIHOPIAHICTL 1030BAHMX
omrHHLL (AV)

AV <150 (n=10), aKmo BuMora
AV < 15,0 ve BUKOHYETLCA, TO

3.2

(€D 2.9.40) IIpOBOAATL BHNPODYBEHHA I8
n =301 Bci (HAUBIAYANLHI TOKAZHHKH
EMICTY [IOBHHHI 3HAXOIUTHUCSA B
MEJKaX
i 0,75 M n0 1,25 M

Posuunenns > 75 % (Q) 3a 45 XBHAMH 98 %
(€D 2.9.3)
Brpata 8 maci npu <14 % 9%

Brcywysadul (€@ 2.2.32)

KuibKicHe BU3HAYEHHS:
Xou1poiTuH cyasdat HaTpiio
(€D 2.2.20)

475,0 — 525,0 mr/karc.
y NepepaxyHKy Ha CyXY peuOBHHY

501,4 mr/xamnc.

Mixpobionoriana 4HcTOTa:
(€D 2.6.12,2.6.13)

- TAMC

- TYMC

- Escherichia coli

- Salmoenella species

- Staphylococcus aureus

- Bile-tolerant gram-negative
bacteria

< 10’ KOE/r

< 10* KOE/r
[ToBunui 6yTu Bineyrnie 1 r
TToBunni 6yTH BigcyTHi B 10 T
IToruHHl OyTH BigcyTHiB I T

< 10° KOE/r

15 KOE/r

10 KOE/r
BimcytHis I r
Bincyrnie 101
BigcytHiB 1 1
I KOE/r

HKieu, 03.05.2021

YnosrosaxkeHa ocoba: XKan-Barict Kapriuee [[Tianwuc]

Meremxep 3 koHTROMO AkocTi: Gpenepixa Matbe [[Tiamnc)

Jausa npo ceprudikauiso:

Sl niaTeepmy!O, WO HaBelcHa BUUIE iHdoOpMALlia € AocTORIpHOW 1 TouHok. Lla cepis npomyxuil Bupobrena,
BKIIOUAKCYH YNAKOBKY / MapkyBaHHA Ta il xOHTpOnb AKOCT| HA BMIUE3a3Ha4ueHidl ANAHWi, y nonHii
Bianosionocti 3 sBumoramy GMP MicLEBOro peryniaropHoro oprany, a TaKOX BiANOBIAHO 00 creumdikaui,
AKa MICTHThCA B peecTpalifitomy nocke, BUpoGHHUUTBO cepil, ynakoska Ta Jaxi ananizy Symu posrasHyTi i

BCTAHOBNSHO BiANOBINHICTe BuMoramM GMP,
Cepist niaTeepMkena T4 BUNYLIEHA.

[KostakTHi dadi BupcodHuka]

Cropinka 2/2




Déﬂ

AEPAUNKCIIVIKEA
AEPKABHA CIYIBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPO.IXO 3A HAPKOTHKAMM y M. KHEBI
Bys1. Bepesnskincoka, 29, Kuis, 02098, ten. (044) 295-26-85 teun, {044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPTIOY 37079055

BUCHOBOK
npo SIKiCTH BBE3eHOro B YKpainy jJikapchkoro 3acoly

01.11.2021 Ne 64839/21/26

CTPYKTYM®
(HatimeryBams nikaDeLkoro 3acoby IriMo 3 peecTpauifinm TIOCBIIYCHUAN)
Kancyyms Teepai no S00 mr; o 20 xancya y Gaicrepi; mo 3 SmicrepR v xapToauiii NAKOBIK
(dropma BuRycky, AosyBaHKs, BUA NAKYBAHRA AKEPCEKOrD 3acofiy)

Homep peectpauiitnoro noceiguenns UA/7504/01/01 crpox nif peectpaniitnoro nocsinmenus HeobMexeHuk
Cepia nikapcekoro sacoby Ne G20042 Kinsxicte BRe3eHoro mikapeskoro sacofy 10010

Bupobumx IT'ep Pabp Meauxament [ponaxmrs, Ppannis
(HaimetyBanHs BUPOGHHKE NIKEPCEXOTO 38c00Y, KpAiKa MOX0LKEHHS)

Baeseno B Ykpalny TosapacTRo 3 06MekeHo0 BianoBizansHicTI0 "BOPBAPTC
DAPMA", inenr. koa: 42071629
(safimestyBanuq Ta kox 2a €IPIIOY wpuan+HoT ocoGH a60 npissume, iM's, no Garskosi disHuol

oco6y - nianpueMLy, 7 MicUe APOXMBAHKS T8 DECCTPRLIRHUA HOMED 06RiKOBOT KApTKH NARTHHKE,
noaarkis abo cepis ta HoMep nacoopra)

IIpetokon sisyammuore xourposno pix 01.11.2021 N 3874/2,

32 pe3YALTATAMH JEPHABHOIG KOHTPOMO BCTAHORMEHO, 110 nikapcekuf  3aci6 pReseno B Vipainy 3
NOTPHMAHHIM RHMOI 3aKOHOAA 3afe3ieuenHs ¥KOCTE NKAPCEKUX 3ac0biB,

Hauansuux Muxonma XQOJIOOAEHKO

(ninryuc) (iniuiany Ta npisanmne)

(nocazoea geoba aprany ne

M.IL
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