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Kopcap® H, Tabnetkn, BKpuTi nniskoeolo o6onoxHkoo, 160 mr/25 mr, no 10 TabneTroKky
o ‘6nicrepi, no 3 6nicrepmn "y navui
1 TABETKA MICTUTb 160 M BATICAPTAHY | 25 M [APOX/IOPTIA3UAY
Homep cepil: 10123 | | . | KpaiHa oTpumyBau: YKpaiHa
KinbkicTb NpoayKuir: 8.299 Tuc.ynak. Ne PeecTp. NoCBigUEHHA: UA/14293/01/02
Nata supobHuuTea: 12.2022 |  TepMiH Aii pe€cTp. NOCBIAYEHHR:  HEOBGMEXeHMiA

AHani3 BUKOHaHW No:. MKSA 13 go P N@'UA)-1'42"93/0‘1/02,_ 3miHu Big 29.08.2022 p.

HaimeHyBaHHA NoKasHUKIB - Bﬁmom' AHn(cnequ¢iKauf|)- - PesynbTaty BunpobyBaHb

Onwnc TabneTku 0BanbHO! GOPMN 3 ABOONYKNOIO
noBepxHelo, BKpUTI NNiBKOBOIO 060NOHKO10,
CBiTNO-KOpUUHEBOro Kosibopy. Ha Tabneruyi
micTuTbea mapkyBaHHa "V"' 3 ogHoro 6oky Ta "H"

3iHworo Bignosigae

lpenTudikayin
BasicapTaH, rigpoxnoporTiasng Ha XpO'MaTorpa'Mi BUMNPOBOBYBAHOrO PO3UNHY MaloTh
BUABNATUCb OCHOBHI NAAMW Ha PiBHI OCHOBHUX
NNAM Ha XpomaTtorpami po3umHy nopiBHAHHA. Bignosigae
Ha xpomarorpami Bunpo6osyBaHOro po3unHy,
oaepaHin B po3gini "KinbKicHe Bu*3HaueHH'ﬂ",_
4Yacu YTPUMYBaHHA OCHOBHUX MIKIB MaloTb
cnisnagaTt 3 Yacamu YTpuMyBaHHA OCHOBHUX MiKiB
Ha XpomaTtorpami po3unHy nopieHAHHA (b) 3
TouHicTio + 2 % Bignosinae
3ani3a (Ill) oxkcug AkicHa peakuis Binnosigae
TUTAHY aiokcua AKicHa peakKuis Binnosigae
CTiiKicTb TabneTok Ao He meHwe 60 H
PO34aBNIOBAHHA 183 HbIOTOH
CepenHsa maca Bin 355,7 mr no 393,1 mr (374,4 mr £ 5 %) 373.3 mr
OpHopigHICTL A030BaHUX OANHULLD
BasicapTaH Mae BuTpumyBaTh BUMOTW Bignosipae
rippoxnopTia3ua Mae BUTPUMYBATU BUMOTN =525 Binnoeigae
CynpoBigHi AOMILLKN: AOMILLKWN BancapTaHy 7.3 )
ByaAb-AKa AOMILLKA, KpiM He 6inbwe 0,2 %
BancapTaHy AoMilukM A 01%
cyma AOMILLIOK, KpiMm | He 6inswe 0.5 %

BasicapTaHy AOMILLIKK A 02%
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CynposiaHi AoMilKK: aAomilWwKK rigpoxnopTriasnay
6eH30TiafiasnHy AomilKa A He 6inbwe 0,5 % 0,0 % (<MKB)
6ynb-AKa AOMILLKA He 6inbwe 0,2 % 0,1 %
cyma fIOMilIOK He 6inbuwe 0,8 % 0,2 %
Po3unHeHHA
gancaptad (3an. 7.1) ** Kinbkictb BancapTaHy, WO Nepenuna y po3umnH
- yepes 30 x8, mae 6yTut He meHwwe 85 % (Q+5) Big
BMIcCTY, 3a3HaueHoro B po3gini "Cknag” 95 %
rinppoxnopriasng (3an. 7.1) ** KinbkicTb rigpoxnoportiasvay, Wwo nepeniuna y
po3unH uyepes 30 xB, mae 6yTn He meHwwe 85 %
(Q+5) Bip BMicTy, 3a3HaueHoro B po3gini "Cknag" 94 %
BancapTaH (3a n. 7.2) KinbKicTb BanicapTaHy, Lo nepewniuna y po3umH
yepes 30 x8, mae 6yTn He meHwe 85 % (Q+5) sin
BMICTY, 3a3HauyeHoro B po3gini "Cknag" 96 %
rigppoxnoprtiasug (3a n. 7.2) KinbkicTb rigpoxnopoTia3uay, Wo nepenwna y
po3unH yepes 30 xB, Ma€ 6yt He meHwe 85 %
(Q+5) Bin BMicTy, 3a3HaueHoro B po3aini "Cknag" 87 %
Mikpobionoriuna uncrora
3aranbHe uncno aepobHNX Kputepin npunHatHocTi 1000 KYO/r

mikpoopraniamis (TAMC) 0 KYOIr (Menwe 100)

3aranbHe Yncno ApiKAXKOBUX Ta Kpurepin npuitHatHocti 100 KYO/r

nnicHasux rpubis (TYMC) _ 0 KYO/r (MeHwe 10)
Escherichia coli BigcytHictbB 1 T BipcyTHi

Nomiwka A
(D-BancaptaH) He 6inble 1,0 % __ 0,5%

KinbkicHe BU3HaueHHA

sancapran AN Bin 152,0 mr po 168,0 mMr y nepepaxyBaHHi Ha -
cepegHIo Macy oaHiei Tabnetkn (95 %-?-'Bi,q
3assneHol KinbkocTi - 105 % Big 3aABNeHOI N
' KinbkocTi) _: - - 158 4 mr/tab

Bia 23,8 Mr 40 26,3 Mr y nepepaxysaHHi Ha'
_cepegHio Macy oaHiei Tabnetku (95 % Bug |

'3aﬂ3néH6;|' kinskocti - 105 % Bi 3a§BneHcip‘|f-".

Kinbkocri) T 24,6 mriTab
N-Hitpozogumernnamin(NDMA)ra N-Hitposogietunamin(NDEA)

NDMA _ - He 6inbwe 0,300 ppm S 0,021 ppm |

NDEA - He 6Ginbiue 0,082 ppm 0,000 ppm (<MB)
CymaNDMA a NDEA (Bpasi  He 6inbwe 0,082 ppm A
OAHOYACHOTO BMABNEHHA 060X |
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NOMILLIOK) N 0,021 ppm
YnakoBKa Mae Ei".anBinaTM' BUMOram Binnosinae
MapkyBaHHA Mae .',IB.';iAHOBiﬂaTM BUMOTaM | Bignosigae
_,Tepm" npum{ﬁdm e —3 bofm_'__ I | o ;_10122025

Ymosnu 36epiranna; 3bepiratu s oeriHaaniﬁ-yriakosui npu TeMnepartypi He suwe 25 °C.
KomeHTapi: |

**3a BUpOOHNKOM

3ansa npo ceprudikayio:

LUum s 3acBiguyio, WO BuLLEeBKasaHa iHpopMalia € gocTosipHolo i TouHotw. Lo cepito npoaykuii 6yno BupobneHo (Bknioyaiouu
YNaKoBKy/MapKyBaHHA) Ta NMPOBEAEHWUI KOHTPOSb ii AKOCTI Ha HUKYeBKasaHilh ainbHULi B NoBHi BignosigHocTi go sumor GMP,
BCTAHOBNEHWUX MICUEBUM PEryNATOPHUM OPraHoM,; a TakoX Yy BignosigHOCTI i3 cneymdikalismn, AKi 3HaXOAATLCA Y peecTpayiiHomy
pocbe/Toprosot niyeHsii. NpoTokonu Bmpo6kuTBa nakyBaHHA Ta aHanisis 6ynu nepesiperi Ta BctaHoeneHa signosigHicte GMP.

[lo3soneHo Ao peanisauii / 4o BiABaHTaXKeHHsA
YnosHoBaxeHa ocoba — MposigHuir iHxenep BCraBl

Bupoﬁuuqa nmbuuua

BALKANPHARMA DUPNITSA AD, BONTAPIA 3, SAMOKOVSKO SHOSSE STR., DUPNITSA, 2600, BULGARIA; ACTAVIS LT

BLB 015-016, BULEB: NiyeH3iA Ha BApOoBafgKeHHA rocnogapcbkoi AiANbHOCTI 3 iMnopTy niik. 3acobis: AE N2192328 Bif
01.03.2013

YKPAIHA, 04080 m. Kinis-80, Byn. Kupvniscbka, 74; Niuensia Ha supobruuteo AE Ne 637430 sia 07.04.2015;

-'CemedJiKéT GMP Ne045/2022/GMP eig 25.08.2022; GMP/EAEU/BY/0045-2021 Bin 25.02.2021; UP/1-530-10/21-03/13 Bin
28.10.2021

KoHTponb AKocTi Ta Bugada Aossony Ha peanisauiio: o
YKPAIHA, 04080 m. Kunis-80, syn. Kupuniscbka, 74; Csigourso npo atecrayio Ne 390 Bin 22.01.2019
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