EPKABHA CIIVABA 3 JIKAPCBKIX 3ACOBIB TA KOHTPOIIO 34
HAPKOTHUKAMM Y KNiBCHKIA OBJACTI

npos. CeiTmMIYHOI Hapii, 3, m.Knis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Koz €JIPITIOY 37078774

BUCHOBOK
npo SAKicTb BBE3EHOr0 B Vxpainy JikapchbKoro 3aco0y

29.10.2024 No 54353/24/10

GACTEHAJL
(waiimeryBaHHA JIKAPCHKOTO 38006y 3rimHo 3 peecTpaniiHuM TOCRIMIEHHAM)
IIOPOILOK /1Sl OPAJILHOTO PO3HHHY IO 80 mr, no 30 [BOpO3AITBLHHX calle y KapTOHHiH
ropo6ui
(dopMa BUTIYCKY, ROIYBAHHA, BHJ NAKYBAHHA nixapcnkoro 3aco6y)

HoMmep peecTpaltifHoro nocsinueHns UA/19536/01/01 crpox aii peectpauiiinoro nocsiueHHs 07.07.2027
Cepis nixapcekoro 3acofy Ne 240968 KinbkicTs BBe3eHOrO NiKapesKkore 3acoby 1440

BupobHHK CIIELUI TTPOTTAKTC JIAUH C.ILA,, Irania

(ualienysasis BUpOGH¥KA nixapchkoro 3acoby, kpaina TIOXOJKEHHS)

BgeseHo B YKpainy TopapucTBO 3 06MEKEHOI0 piznosizansuictio "ALTEO OAPMA",
inen. xox: 36691994

(naltMexyBaHHA T4 KOA 38 €JIPTIOY ropumraHoi 0co0H abo rpi3BALLE, iM'A, TIo 6aTEKOBL i3pranol
abo np

0co6H - mimpreMIA, i Micue MPOXKHMBAHHA TA peecrpauikiuuit Homep 0671ik0BOT KAPTKH IIATHHKA
ToaaTxis 860 cepist Ta HOMEP NAcropTa)

IpoToKON Bi3yaaLHOr0 KOHTPOJIIO BiX 22.10.2024 Ne 3242/2.

3a pesyNsTATAMM J[ICPKABHOO KOHTDOJIO ~BCTAHOBNCHO, INO nixapcskult 3aci6 BBeseHo B Ykpaly 3
JOTPUMAHHSAM BUMOTr 32KOHOABCTE LIOM0 3a6eaneyenHs KOCTi MiKapchKux 3acobis.
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[Ha 6namky komnarli Cnewn NpoaaKTc naiH]

Cneuwn Mpoaakre Naitk C.MN.A.
Bia ®partra PoToHaa Bazo Jlapro, 1

03012 AHaHbi(FR)
Ceprudhikar ananiza
Kon MRAOO1UA Kinsxicrs 14 120
Mpoayxr ®ACTEHAJ, nopolok Ans Zara supo6rnyrsa
Cepis 240968 0panbHOro po34MHy no 80 Mr B cawe; N0 949024
30 Asopo3ainbHMX Catle Tepmin npuaarnoctl
Merog 254 04/2027
ORniin J1a6opanr
Hazsa napamerpa Cneyligpixayis ys Pesynotar on I% )
BuMipy
NiTorpagoeaHa KapToHHa
BUrNaA NAKYBAHHA kopobka, o Mictuth 30 cawe Ta Blanosigae P.4.
[HCTPYKUI0O
w FoMoreHHwKit nopowox sig 6inoro
3OBHILLHIN BUTNAA A0 CBITNO-XXOBTOr0 KONLOPY Blanosiaae P.A.
PH 4,0-6,0 4,7 P.A.
Y BOAI: NOBHE PO3UMHEHHS 32 2
PO34YUHHICTb XBMAMHH XBUNUHK Bianosigae P.A.
Ans 10 oanHuue: sBignoslgae
fAKwo AV* < 15,0
OAHOPIAHICTb AO30BAHNX B IHwoMy auna,&xy ans 30 "
OAVHULLL Hprideston 50 Blanosigae A
(OaHoplaHIcTs aMicTy) oanHuub: AV* < 15,0 | xogHe He
MeHue 0,75xM* | He Ginbwe
1,25xM*
Ana 10 oavHKub: Bianosigae
fKkWwo AV* < 15,0
OAHOPIAHICTL AO30BAHNX B iHwomy sunagky ans 30 Blanoslaae P.0
OAVHULDL HA NONOBUHY A03N | oamHnub: AV* < 15,0 | xoaHe He R
meHuwe 0,75xM* | He 6inbwe
1,25xM*
Yac yTpMMaHHA OCHOBHOIO nika
Ha xpomatorpaml eunpobyeaHoro
INEHTUOIKALIS (BEPX) po3uvHy Mae signosiaaTu vacy P.A.

YTPUMaHHA nika keTonpodeHy Noautuexa
nisnHoBOI coni Ha xpomaTtorpami
CTaHfapTHOro PoO3ymHY

Ha xpomaTorpami eunpo6ysatoro
PO3UrHY NOBUHHI BUABNATUCA
nasMuy, Wo slanosiaaots no MNosnrneHa
IAEHTUGIKALLA (TLLX) 3Haqef'mur40 Rf‘:‘mHMgM Ha P-A.
xpomMarorpami crargapTHoro

PO3YUHY
76,0 - 84,0 mr/cae 82,5
KINbKICHE BU3HAYEHHSA (95,0 - 105,0) % 103.1 P.A.
CNOPIAHEHI AOMILLKW (BEPX)
Aomiwka A <0,1 % © 0,00<mMexa p.4.
: BUSIB/IEHHSA
Homiwka C 50,1 % 0,00<mMexa P.4.
BUSRBNEHHA
OaunHunuHa HelgeHTMdIKoBaHa <0,2 % 0,00<mexa p.A.
AoMiwka BUABNEHHA
<04 % 0,00<mexa P.A.
CyMa npoAayKTis po3KnaaaHHs BUSIB/IGHHA
(kpiMm A 1a C)
HIHTTAPUH-NO3UTUBHI
OAMHUYHI PEMOBUHU (TLUX) < 0,5 : % < 0,5 p.A.
3AFANTbHE Y CNO AEPOBHUX
MIKPOQOPFAHI3MIB (TAMC) <103 KYQ/r
3AFANTbHE YNCNO APIXKAOXEBUX s 102 KYO/r

TA NNICHEBUX FPUBIB (TYMC)

E.COLI ! Biacytusa/1r




[Ha 6naHky komnaHii Cnewn MpogakTc Naith C.MN.A.]

CEPTH®IKAT BHITIYCKY

Hassa npogykry: GACTEHA/I, nopolwoK ANA opanbHOro posvnHy no 80mMr 8 cawe;
no 30 gBopo3ainbHNX cawe y KapToHHiin kopobuyi
(AkTnBHa pevoBuMHa:-1 cawe MictuTh: Ketonpodeny nisuHosa cinb 80.0 Mr,
ulo Bignoslaae Ketonpodery 50.0 Mr)

Cepin: 240968 Koa: MRAOO1UA

3aransHa KinoKlcTb Bunyweunx oauHmys: 14 120

Kpaina-supobrHuk: Itanin
Peecrpauivine nocsigueHHs: UA/19536/01/01

Ceprughikar aHaniza N¢: / fara: 06/05/2024
Aara supobunyrsa: 04/2024 Tepmin npugarHocti: 0472027
Bupo6uunk: Cnewn MNpopaxre Jlain C.M.A.  ~ JliyeH3ia Ha BupobuuyTeo: aM-8/2021

Bia ®parra PoTronga Bago fapro, 1,
Anansi (FR), 03012, Itanin

Komentapi ra/abo slgxunenHs: /

LM A NIATBEPKYIO, L0

npuseaeHa suie iHcopmauis sensetca pocrosipHolo | TouHoto. [ana cepis npoaykuli 6yna
BUrOTOBNEHA (BKNOHAIOUN YNaKOBKY/MapKyBaHHA) | nposeaeHnit KOHTPON, il IKOCTi Ha BKasaHii
AinbHuui(-sx) B nosHiR slanosigHocTl 3 BuMoramu GMP, 3aTBEPAKEHNMN MICLEBUM PEryNATOPHUM
opraHom Itanifickke dapmauesTuune areqtcrso (AIFA), a Takox BlanoeigHo 31 cneundikauismm,
Akl MiCTATbCA B peecTpauiiiHoMy aocbe., MpoTokonu BMpoBHMUTBA, ynakosku | aHanisis 6ynu
nepernsHyTl | BcTaHoBneHo slgnosigHicTe GMP,

Cepin cxsanena Ta gonyuieHa Ao peanisauif.

YnosHoBax)ceHna ocoba 3
niKapcbrnx 2acobis
AHaHbi, gara: 08/05/2024 _ Aneccangpo AMeHapona
8 [nignuc]
wramn

[crewn Npoaaxre Naitn C.N.A
YnosHoBaxeHa ocoba
Ap. Aneccanapo AMeHzona ]

BupobHuyrso | o;blc: Bla ®patra PotoHpa Bago Napro, 1, AHaxbi (FR), 03012-Ten.:+390775.17.56.1
daxc:+390775.17.552 s
AaminicTpayin: Bia H[Kagarya, 10, Nomeuls (RM), 00071-Ten.:+390693,37.83.50
3apeecTposanuii ogic: Bia Anb6eplko 11, 35, PuM (RM), 00193-Ten.:+390693.37.83.63
WW a LIt - info@spesialspa.lt




[Ha 6nanky komMnanii Cnewn poAakTc naiH]

Cnewn lpoaaktce NlaitH C.MN.A.
Bla ®patra PoToraa Bano Jlapro, 1

03012 AHanbi(FR)
Npumitka: *:onuc AV ta M aveucs €ap. OapM. 2.9.40 noTouHe BUAAHHA
Pesynwrar:
PesynbTaT XiMiuHOi naGopatopli: Cxsanexo B BlaxuneHo O
CXBAJIEHO

KepiBHuK XiMIuHOT naboparopli:
®panyecko 3anrpinni [nianuc]
Lara: 06/05/24

PesyneTaT MikpoGionori4Hol na6oparopli: CxsaneHo
KepisHuk mikpoblonoriunol naopatopli:

Knaypis Ecnosito [nignuc]
Hara: 06/05/24

Blaxvnexo

u]

OpeKTop 3 KOHTPONIO SKOCTL:
®paHuecko Kanopoasi [nianuc]

Oata:06/05/24




IEPJKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHKAMH Y KHIBCHKIA OBJACTI

npos. Ceimsmanoi Hanii, 3, M.Kuis, 02099, Ten/daxc: (044) 5764041
E-mail: dis.ko@dls.gov.ua, Kon €IPTIOY 37078774

BHNCHOBOK
IPO AKIiCTHL BBE3EHOr0 B YKpaiHy JiKapchKoro 3aco0y

18.06.2025 o Ne 27836/25/10

DACTEHAJI

(maitMeryBaHHA NiKapchXOro 3acofy 3riano 3 peccTpaliiHuM TOCBITICHHM)
MOPOIIOK I OPAJLHOro po3uuny no 80 mMr; no 30 ABOPO3NiNLHAX camre y KapTOHHIH
KopoOui

(Popwia BAITYCKY, AOSYBAMILY, BRI NAXYBARHA MIKAPCEKOTO 33000Y)
Homep peectpaniituoro nocsimuenns UA/19536/01/01 crpox aii peectpaniitsoro noceimuenns 07.07.2027
Cepis nixapcrxoro 3aco6y Ne 243698 KinxicTs BBe3enoro nixapcskoro 3acoby 12780
BupoGuue CIIEILLT ITPOJTAKTC JIAIH C.ILA., Iranis

(naiiMenyBanua BupoGuuxa nikapcororo 3acofy, XpaiHa NOXOMKEHHA)

Baeseno B Yxpainy - Tosapucrso 3 o6mesxenoro Bixnosigansuicrio "IIJIEQ ®APMA",
inent. xon: 36691994

(nafimenyBanna Ta xox 3a €/IPIIOY ropuauanoi ocobn abo mpiseume, im's, o 6aTskoBi dismaroi
ocobu - nignpuemu, i Micue mpoxusaHEA Ta peectpanifinnil HoMep 067iKOBOT KAPTRY IIATHHXA
noxatkis aGo cepis Ta HomMep macnopra)

Iporoxoa Bisyaannero xonrponso six 18.06.2025 Ne 1815/1.

32 pesymeTaTaMH JCPXKAaBHONO KOHTPONIO BCTAHOBNEHO, WO JHXapcekmit 3aci6 BBeseno = Vxpainy 3
AOTPHMAHHAM BrMor 3aKOHOZABCTBA MO0 3a6e3nedennn AXOCTI NKAPCHKAX 3ac06iB,




[Ha 6nanky komnaHnii Crewn NpoAaKTC NaiH]

Cnewn Mpopaxrc Naitd C.N.A.
Bia ®patra Poronaa sago Jlapro, 1
03012 AHaHbi(FR)

Ceprngpikar ananiza
Koa MRAOO1UA Kinsxlcrs 14 070
NMpoayxr ®ACTEHAN, nopowox ans Aara enpoGunyTea
Cepla 243698 opansHoro po3uyHy no 80 mMr B cawe; no 12/2024
30 aBOpoO3AINLHUX Calue Tepmin nprgatHoct]
Merog 254 12/2027
ognmun n
. abopaHT
Hassa napamerpa Crneylpixayls ys Peaynstar (nz% )
Bnmipy
Jirorpacgosana KapToHHa
BUrNAR NAKYBAHHSA kopobka, wo Micrutb 30 cawe Ta Blanosinae K.A.
IHCTPYKUO
FoMoreHHuit nopotwok sig 6inoro
30BHILIHIA BUTNAA A0 CBITA0-XOBTOIr0 KONLOPY Blanosiaae K.A.
pH 4,0 - 6,0 4,9 K.A.
PO3UYNHHICTD ;'Bs;j;ﬁ:;:osue PO3UNHEHHA 33 2 XBAIMHM 1 K.A.
Ana 10 oauHKus: Bianosigae
faKuo AvV* € 15,0
8%33;?3:{10[’ AQ30BAHNX B iHwoMy eunagky ans 30 Bianosinae KA.
oavHKUL: AV* < 15,0 | xoaHe He
(OanopiaicTs aMicTy) MeHwe 0,75xM* { He 6inblue
1,25xM*
Ana 10 oavHmub: Bignosiaae -
' fKWo AV* 5 15,0
OOHOPIAHICTL NO30BAHUX B iHwomy Bunagky ans 30 Bianosiaac KA
OAUHULDb HA NONOBUHY AO3U | oauHnus: AV* < 15,0 | woaHe He o
MeHwe 0,75xM* | He 6inbie
1,25xM*
Yac yTpuMaHHA OCHOBHOrO nika
Ha xpomatorpami Bunpo6ysaHoro
po3unHy Mae ianosinaTtu vacy
IAEHTUOIKALIA (BEPX) yTpUMaHHA nika ketonpodeHy No3autnsHa ) KA.
niauHosol conl Ha xpomarorpami
CTaHAAPTHOro PO3UNHY
Ha xpomaTorpaml Bunpo6ysaHoro
PO34NHY NOBUHHI BUABNATICA
nnsMy, wo signosiaaoTs no NoautusHa
TAEHTUOIKALIA (TLLX) 3HaveHHo Rf nnsMam Ha i
XpomaTtorpami craHgapTHoOro
PO3UUHY
KINLKICHE BUBHAYEHHS 76,0 - 84,0 mr/caie 263 K.A
(95,0 - 105,0) % ) i
CNOPIAHEHRI AOMIWIKW (BEPX)
Aomiwka A <0,1 % 0,00<mexa K.A.
BUABNEHHA '
DoMiwka C <£0,1 % 0,00<mexa K.A.
BUABNEHHA
Oamnuuuna HeigeHTdIkoBaHa <0,2 % 0,01 K.A.
pomika
< 0,4 % 0,01 K.A.
CyMa npoaykris posknanaHHs
{xkpim AT2 C)
HIHIIAPUH-MO3UTUBHI KA
OAVHUYHI PEYOBUHU (TIUX) <0,5 % < 0,5 e
3ATAJILHE YWCNO AEPOBHUX
MIKPOOPIrAHI3MIB (TAMC) <103 KYO/r <1
3ATANBHE UMCNIO APDKIKEBUX <102 KYO/r <1
TA NNICHEBKUX M'PUBIB (TYMC) ‘ :
E.COLI " BincyTus/1r BlacyTHs ..
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[Ha 6nanky komnanii Cnewn Mpopaxrc Naiin C.M.A.]

CEPTU®IKAT BHITYCKY

Hassa npogykry: Q®ACTEHA/, nopoliok AnA opanbHOro po3unHy no 80mMr s-caie;
no 30 asopo3ainbHuX caume y KaproHHiin kopo6ul
(AkTuBHa peyosuHa: 1 cawe MicTuTs: Ketonpodeny niauuosa cinb 80.0 mr,
wo sianosipae Ketonpodery 50.0 mr)

Cepls: 243698 Koa: MRAOO1UA
3aransHa kinskicrs BunyiyeHx oamHnys: 14 070

Kpaina-supobHuk: Itanis
Peecrpayiiine nocsiguenrs: UA/19536/01/01

Cepmmdpikar ananiza N2: / Jara: 21/02/2025

Aara supo6ruyrea: 12/2024 Tepmin npngarHocri: 12/2027
Bupobumk: Cnewn MNpopaxrc Jlaiin C.ILA. Jliyensia Ha Bupo6GHUYTBO!
Bla ®parra PoTtonpa Bapo Jlapro, 1 aAMM-28/2025

03012 Anannl (FR), ITanin

Komenrapi ta/abo siaxuneHHs: nepesnnarHsa AN8 HOpMaTUBHMX yinek

UMM A NIATBEPRKYIO, WO

npuseaeHa suwe IHpopMaula saenserca pocrosipHoo | TouHowo. [aHa cepin npoaykuii 6yna
BUrOTOB/IEHA (BKNIOUAIOUM YNaKOBKY/MapKyBaHHA) | npoBeaeHuit KoHTPonb i AKOCTI Ha BKa3aHii
AinbHuui(-ax) B nosHlit BlanosiaHocTi 3 BuMoramMu GMP, 3aTBepaXeHUMNU MicLEeBUM PerynsitopHum
opraHoM ITanliticbke dapmauesTuuHe arentcTso (AIFA), a Takox sianosiaHo 3i cneuudikaliamm,
skl MictaTbcA B peectpauliivoMy pocke. MpoToxonu BupobHKUUTBA, YNakoBKK | aHanisis Gynu
nepernanyti i scTaHoBneHo sianoeigHicts GMP.

Cepla cxBanena Ta gonyueHa no peanisauii,

YnosHoBaxceHa ocoba 3
nikapcbrnx 3acobis
AHaHnbl, para: 25/02/2025 Ceprio fleinna
[niannc]
wramn
[Crewn Npogaxrc Naitn C.N.A
YnosHoBaxeHa ocoba
Ap. Ceprio Aelana ]

BupoGruyrso | oplc: Bia ®partra Potonga Bago Jlapro, 1, AHaubi (FR), 03012-Ten,:+390775.17.5

®akc:+390775.17.552 : . <

Agminictpauls: Bla Hikaparya, 10, Momeuis (RM), 00071-Ten.:+390693.37.83.50

3apeectposanmii oic: Bia Anb6epiko II, 35, PuM (RM), 00193-Ten.:+390693.37.83.63
www,spesialspa.it ~ info@spesialspa.it

X




[Ha 6nanky komnauil Cnewn Mpoaakrc naiu]

Cnewn NpogakTc Naitk C.MN.A,
Bia ®parra PoroHaa saao Jlapro, 1

03012 Anxaubl(FR)
Npumitka: *:onuc AV Ta M ausuck €sp. dOapm. 2.9.40 noTouHe BUAAHHA .
PeaynoTar:
Pesynbrat xIMlyHoT nabopaTopii: CxsaneHo 12 BiaxuneHo 0 T .
CXBAJNEHO

KepleHuk ximMiurol na6opaTtopii:
Anb6a Kesaapiui [nianuc]
Dara: 21/02/25

PesynsTtar Mikpobionoriunol naboparopil: CxsaneHo

KepisHux mMikpoSionoriuHol naGoparopii:

Jlaypa Ia6oui [nianuc]
Aara: 21/02/25

Biaxunexo

a

AVpexTop 3 KOHTPONI AKOCTI:
®panuecko Kanopo3s! [nianuc]

[ara:21/02/25




,ZIEP)KABHA CJIY’KBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KATBCHKII OBJIACTI

npos. Ceitmranoi Hazii, 3, m.Kuis, 02099, Ten/paxc: (044) 576-40-41
E-mail: dlIs.ko@dls.gov.ua, Kox €IIPTIOY 37078774

BHCHOBOK
npo sikicTh BBe3eHOro B YKpaiHy jikapcbkoro 3acofy

18.06.2025 | Ne 27837/25/10

DOACTEHAJI

(nalimenypanus AikapctROTO 3ac06y 3rifHO 3 peccTpPANiHEIM HOCBIATCHHAM)
MOPOIIOK ANS 0PAMLHOro po3anny no 80 Mr; mo 30 IBOPO3AITEHNX calre y KAPTORKIi
Kopo6ui

((opma pHITyCKY, ZO3yBAHEN, BRA NAKYBAHHA JiKapcsXoro 3acoby) .

Homep peecrpariitroro nocsigaenns UA/19536/01/01 crpox aii peectpaiiinoro nocsingenna 07,07.2027

Cepin nixapcekoro 3aco6y Ne 243699 Kinskicts BBe3enoro Iikapcrkoro 3aco6y 11700
Bupo6x CIIELUI IIPOOAKTC JIAVH C.ILA., Itania
(naitmenyBams BUpPOGHHKa JiXapchKOro 3aco6y, KpaiHa MOXODKERHS)
Baesero B Vkpaigy - Torapucrso 3 o6mexenor ixnosinansuictio "JIJIEO ®APMA",
‘ inenr. xon: 36691994

(uaitMenysarns Ta xoz 3a €/IPTIOY ropuaugnoi ocobu aGo mpizsnme, iM's, o GaTsxosi disranol
oco6H - nignpuemus, i Micue npoxuBarig Ta peectpanifinuil Homep o6nikoBOT KAPTKH IUIATHHKA
nopatxis abo cepix Ta EoMep nacnopTa)

TIpotokon sizyannuoro xonrpomo sin 18.06.2025 N 1815/2.

3a pesymsTaTaMH OepXKABHONO KOHTPOMIO BCTAHOBICHO, INO Jikapcekuwit 3aci6 BeeseHo B VYkpaiHy 3
JOTPHUMAHHSAM suMOr 3aK0OHO/ABCTBA MOA0 326e3NedenHs AKOCTI NiKapChKHX 3ac0biB.

i EPLOMEHKO
T ———,




[Ha 6nauky komnaHii Cnewn Mpoaakte Nlain C.M.A.]

CEPTU®IKAT BUITYCKY

Hassa npogyKty: GACTEHA/, nopowoK ANA OpPanbHoOro po3yunHy no 80Mr s-cawe;
no 30 gBOpPO3AINbHMX calle Yy KapTOHHIK kopobui )
(AkTnBHa peuosmnHa: 1 cawe MicTuThb: KetonpodeHy nisuHosa cinb 80.0 Mr,
o signosinae Ketonpodeny 50.0 mr)

Ceplsi: 243699 Kog: MRAOO1UA

3arancHa Kinskicrs BunyueHnx oanHnys: 13 727

Kpaina-supobunk: Itania
Peectpauiiine nocsiguennsi: UA/19536/01/01

Cepmucpikar avaniza N2: / Aara: 21/02/2025

Alara supoGunyrea: 12/2024 Tepmin npygarHocri: 1272027
Bupo6uuk: Cnewn Mpopgakre Naiin C.MLA. Jliyen3sia Ha BMpoGHNUTBO:

Bla ®patra Poronna Bapo Napro, 1 ' aAMM-28/2025

03012 Anansl (FR), ITanla

Komerrapl ta/abo sigxuneHHa: nepesvgaHHsa AN HOPMaTHBHUX Lines

UMM A NIATBEPAXKYIO, LIO

npuseneHa sulle iHdopMauis ssnseTcs AocTosipHOlO | TouHol. faHa cepis npoayxuli 6yna
BUIOTOBNEHA (BKNIOYAIOUM YNAKOBKY/MapKYBaHHA) | nposeaeHmnit KOHTponb T SKoCTl Ha BKazaHii
AlnbHuui(-sx) B nosHiit Bianosianocti 3 sumoraMn GMP, 3aTBepAXEHUMHU MICLIEBUM PEryNSTOPHUM
opraHoM ITaniiicbke ¢papmauesTUuHe areHTcTeo (AIFA), a Takox BianosigHo 3i cneuundlkauiamm,
Akl micTaTbCA B peecTpauiiiHoMy pocbe. MpoTokonu BUpoBHUUTBA, ynakoeku | aHanisis Gynu
nepernsHyTi i BCTaHoBneHO BignosiaHicTs GMP, ’

Cepln cxBaneHa Ta gonyueHa go peanizayit.

P cew ot O

O 2.6 20 TH—

YnosHoBa)xeHa ocoba 3
; nikapcexnx 3aco6is
Ananbl, para: 25/02/2025 Ceprio fleinna
[niannc]
wramn
[Cnewn Npogaxre Naik C.M.A
YnosHosaxeHa ocoba
Ap.Ceprio fQeiaaa ]

BupoGruureo | oglc: Bla ®patra PotoHaa Bano Nlapro, 1, Axausi (FR), 03012-Ten.:+350775.17.56:47&%

makc:+390775.1§t.’552 ‘ RiCs % (FR) gzw‘&\; xpa

Aaminicrpayls: Bla Hixagarya, 10, Nomeuls (RM), 00071-Ten.:+390693.37.83.50 g

3apeecTposannit oic: Bia Ans6epixo II, 35, Pum (RM), 00193-Ten.:+390693.37.83.63
www.spesialspa,it - Info@spesialspa.it




[Ha 6nanky koMnauil Cnewn MpoAaKTc nainH]

Cnewn Mpopaxre Nafn C.N.A.
Bia ®parra PotoHpa Bapo fNlapro, 1

03012 AHaHsI(FR)
Ceprndpixar ananisa
Kog MRACO1UA _ Kinskicrs 13 727
Npoayxr ®ACTEHAJ], nopowok Ana Zlara upo6HnyTBa
Cepla 243699 opanbHoro posunHy no 80 Mr B cawe; no 12/2024
30 Asopo3ainbHMX catie Tepmin npnaarnoct]
Mertop 254 ' 12/2027
oanun n
abopanr
Hassa napamerpa Cneylpixanyin usn Pesynvrar (nﬁ;)
sumipy
JNitorpadobana KapToHHA
BUrNA4 NAKYBAHHA Kopobka, uo MictuTk 30 cawe Ta Bignosiaae K.A,
IHCTPYKLUIO i
“ roMoreHHui nopowwoxk sia 6inoro
SOBHILININ BUTNIAA R0 CBITNO-XOBTOro KONLOPY Blanesie K.A.
pH 40-6,0 4,7 K.A.
PO3UYMHHICTb ¥ BoAl: MoBHE POIWMHERHA 332 | yaymiu 1. K.A.
Ans 10 oanHnub: eignosigae
¢
OAMOPIAHICTL Ao3oBAHMX  |FOSVE= 150 - A
OéWIHMIle[ I oanHuub: AV* S 15,0 i xoaHe He Blanosiaae o
(OaopiauicTs aMicTy) MeHwe 0,75xM* | He 6lnblue
1,25xM*
Ans 10 oauunue: slanosigae
’ fkuo AV* £ 15,0
OAHOPIAHICTL AO30BAHUX B iHmomy sunagky ansa 30 Bianosinae KA
OAUHNUUDL HA NONOBUHY [03U | opnknub: AV* £ 15,0 | xoaHe He . o
. mMenwe 0,75xM* | He Ginbwe
1,25xM*
Yac yTpuMaHHs OCHOBHOrO nika
Ha xpomartorpaml BunpobysaHoro
po3uunHy Ma€ BianosiaaTti vacy .
IAEHTUOIKALLA (BEPX) yTpuUMaHHs nika keronpodeHy NoaurnsHa KA.
nianHosol conl Ha xpomarorpami
CTaHOAPTHOO PO3UNHY
Ha xpomMarorpami Bunpo6yeaHoro
PO34YUHY NOBUHHI BURBAKTNCA
nasmu, Wo signosigaoTtsL no Mo3autusHa
TAEHTUGIKALIA (TILX) 3Haqeémo Rf nnamaM Ha KA.
xpomarorpaml craHaapTHoOro
PO3UNHY
78,7
76,0 ~ 84,0 Mr/cawe !
KINbKICHE BUSHAMEHHA (95,0 - 105,0) % 98,4 K.A.
CNOPIZHEHI AOMIWKHU (BEPX)
Oomiwka A <01 % 0,00<mexa K.A.
BU3HAUYEHHA
Romiwka C <0,1 % 0,00<mexa KA.
BU3HAYEHHA
OaununuHa HelgeHTudikosaHa <02 % 0,01 K.A,
Aomiwka
<04 % 0,01 K.A.
CyMa NpoAyKTIiB PO3KNAAAHHS
(xpiM ATa C)
HIHFTAPUH-NO3UTUBHI K
OZVMHVYHI PEYOBUHM (TLIX) . 205 % <05 ahis
3ATANIbHE YNCNO AEPOBHUX N KA
MIKPOOPIAHI3MIB (TAMC) <108 KyO/r <1 '
me‘f S
3AFANBHE YNCNO APDKKEBUX <102 KYO/r <1 s ‘w@ 4 % \%m
TA NMNICHEBUX MPUBIB (TYMC) N ]
E.COLI “ Blacytra/1r BlacyTHs




[Ha 6nanky komMnaHil Criewn MpoaakTe nadit]

Cnewn Npoaaxrc Naitk C.N.A.
Bia ®parra Potonaa Baso fNlapro, 1
03012 AHaHbi(FR)

Mpumitica: *:onuc AV Ta M ausucs €sp. dapm. 2.9.40 notouHe BUAAHHA

Pe3ynbrat XIMi4HOT nabopartopii: CxsaneHo Biaxuneno 0.

KepisHuk ximMiuxol naboparopit:
Anb6a Ksaaplul [nlanuc)
[ata: 21/02/25

PeaynsTar MikpoSlonoriunol naGopaTopil: CxsaneHo 1] BlaxuneHo
Kepisnyix mikpoGlonoriutol naGoparoplii:

Naypa 1a6onl [nlanuc)
fara: 21/02/25

o

PesynbraT:

CXBANEHO

AnpexTop 3 KOHTPONto AKOCTI:
®panyecko Kanopoasi [nlanuc]

harta:21/02/25
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