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CEPTHU®IKAT CEPII Ne 2024-15.3/284

Haitmenypanus HEPBHUTUIEKC-H, Howmep cepi: 41017001
npoayKuii:
Jlixapcbka popma: pPO3UMH NAA iH’eKuil
Peectpatiiine PIT Ne UA/10373/01/01 (0ic ne o6mexncero) Poamip cepil 20948
MOCBiA4EHHA: Brnaaka no PI (Haxaz Ne 1498 eio 20.07.2021) (yn., mr. T2 in.): ynaxoBok Ne §
Brnaaka jpo PIT (Haxas Ne 374 8io 05.03.2024)
Kpaina-BHpoOHuK: Ykpaiha
Cuna ail/axTHBHicTs: 1 M po3uuHy MiCTUTH TiaMidy rizpoxnopuny (y nepepaxy-
BauHi Ha 100% pewoBuHy) 50 Mr, nipanoxcusy riapoxnopuny | Hara 08 2024
(y nepepaxysauni Ha 100% peuosuny) 50 mr, miaHoko6aia- | BUpoGHHLTBA:
Mminy (y nepepaxysanHi Ha 100% peuosnny) 0,5 Mr
Bua i posmip ynakoske:  Tlo 2 ma B amnyai; no 5 amnya s Gricrepi; JaTa saxin-
1o 1 Gricrepy B nawui. yenns repminy 08 2026
MapkyBaHHA yKpaiHCbKOIO MOBOIO. MPUAATHOCTI:
L 1 ; o A .}&\ P A R TS S X3 s R
Omic TTpo3sopa piauHa yepBoHOro KONLOPY. 3a 30BHiWHIM BArAAAOM | 3a . 1 MK Mposopa
mae ginnosigatd suMoram JIMY, cr. "Jlikapceeki 3acobn ans | Bisyanbro. pianra
[TaPeHTEPanLHONo 3aCTOCYBaHHL", ePBOHOIO
KOJILOPY.
Bixnosinae.
laenmﬁ;imuig Ha xpomarorpami Bunpo6oByBaHOro po3auHy, ofepxanifi npn | 3a n. 2.1 MK
Tiaminy KiNbKiCHOMY BH3HAuEHHi, Yac yTpHMYBaRHS nixy Tiaminy rin- | JIOV, 2.2.29. Butpumye
2i0poxaopud POXJIOpHAY Mae CniBMajnaTy 3 4acoM yTpumypBaHHs niky ria- | Meron BEPX.
MiHy IiIpOXJIOPHAY Ha XPOMATOrpaMi posunHy NopiBHsHHA 2.
Ha xpomarorpami BunpoGosysaHoro po3umHy, onepasiit mpu | 3a n. 2.2 MKA. §
Tipudokcurry KineKiCHOMY BM3HAYEHHI, 4aC yTPUMYBaHHA NiKy nipunokcuny | APV, 2.2.29. :
2idpoxnopud riapoxIopuiy Mac CHiBNAATH 3 YaCOM YTPHMYBAHHS Niky ni- | Merog BEPX, Butpumye !
PHIOKCHHY TiIPOXJIOPHAY Ha XpOMATOTpami pO3YMHY mopis-
HAHHA 2. i
Ha xpomarorpami BEIpoGoBy BaHOTO POo34nHy, oliepxaHiit npu | 3a n. 2.3 MKJIL.
Hiookainy KinbKICHOMY BH3HAYEHRI, 4aC YTPUMYBaHHS HiKy jigokainy ri- | Y, 2.2.29.
2idpoxnopuo JIPOXJAOPHAY MAE CRBNAKATH 3 YaCOM YTPHMMYBaHHS niKy jino- | Meron BEPX. UTPHMYE
KaiHy riApOXn0puay Ha XpOMaTorpami po3yury NOpiBHAHHS 2. 3 s
b
Ha xpomarorpami Bunpo6osyBaHoro posuny, ofiepxasiit npu / "?‘K
KiIbKICHOMY BU3HAYEHHI, YaC YTPUMYBAHHA MiKy coupty Gen- | 3a m. 2.4/) ”';i!‘
Crnupm 3WJIOBOTO MaE CHIBNAAATH 3 Y2COM YTPHMYBaKHa HiKy crupry | DV, 24 ° :
benswroguil GeH3II0BOIO HA XPOMATOrPaMi PO3UMHY NOPiBHAHHA 2. Meron B ;j
: SEN
Ha xpomaTtorpasmi Buiipo6GoByBaHOTO PO3UKHY, oaepXaHill npy \\ o
KUIbKICHOMY BH3Hau€HHI niaHokoGanaMiHy, 4ac yTpUMYBaBHS YA 73 Qf""
niky wianoxobanamiy Mae CTBNAZATH 3 4acom yTpuMysanns | 3a n. 2.5 MKH%» ] A
Llianokobaramin niky uiaHokoGanaminy ®sa Xpomarorpami posumHy nopis- | DY, 2.2.29. ?“»\ffl'?‘ ‘?_:(3{"‘
HAHEA 3. Merog BEPX. ‘Burpumye
ITposopicre Mae 6yTH nipo3opum. 3a n. 3 MKSL. TIposzopuit
OOV, 22.1.
Horannanus MakcumyM norstHHaung B inTepsani Big 547 HM no 559 HM 3a n. 4 MKA. 550,00 Hat
' OOV, 2225
Meron aGeopOniti- :
uoi cnexrpodoro- i

MeTpil B yabTpadiget—= i
getosilt i Buaj eWCHON0 42
0BACTIX. % T\
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CEPTH®IKAT CEPII Ne 2024-15.3/284

HatimeryBaaHs npoayKuii:

HEPBHIUIEKC-H,

Howmep cepii:

41017001

Hikapceka dopma: PO3uMH WA iR exilif
‘Hauménysanng. o T AL
- nokasati s T e enem gl - ] e
pH Bin 4,4 no 4.8 3an, 5 MK4L. 4,6
A0V, 223.
O6’em, nio He menwe 2,0 M. 3an 6 MKJL. Burpumye
BHTATACTbLCH JoY, 2.8.17. _
Crepnabinicts Mae 6yTH CTEpHIIbHUM. 3an. 7 MKiL Crepunbuui
APV, 2.6.1.
BaxTtepianbhi Menwe 175 MO/ma. 3a n. 8 MK Menme
C€HAOTOKCHHI DY, 2.6.14. 175 MO/Mn
Mexauiuni IR 4acTok > 10 MM — He Ginbiue 6000 B amMmyni; 3am 9 MKA. :
BRKNAIOHMEHHS: I8 HACTOK > 25 MxM — He Sinbiue 600 B amnyai. AoV, 2.9.19, Burpumye
HesUOUMI Y aCmKU meTon 1.
Mexauiuni Mae GyT# NPakTHYHO BUILHUM Bill YaCTOK. 3an. 10 MK
BIKJHOMEHHA! JdY, 2.9.20. Butpumye
suouMi yacmeu
KinrskicHe BusHayeHnst Ha momenm eunycky: ITpomszom mepminy
npuoamuocmi:
Tiaminy Bia 114 Mr/2mn no Bix 90 Mr/2mn no 126 Mr/2 ma 3an. 11.1 MKA.
2idpoxaopud 126 mr/2 ms1 npenapary. | npenapaty. APY,22.25. 120 Mrv2 mn
y Merox BEPX.
Hipudorcuny .
;,:;:;;;;lgg Bix 95 mr/2mn no 105 mr/2 mn npenapary 101 mr/2 Mn
Jidoxaty zidpoxnopud | Bin 19 Mr/2mn xo 21 Mr/2 M nipemapaty 20 mr/2 mn
Cnupm 6ensurosuii Bix 38 mr/2mn no 42 Mr/2 ma npenapary 41 Mri2mn
Uianoxobanamin Bin [,14mr2Mn o | Bin 0,90 Mr2Mn o 1,26 Mr2 M | 3an 11.2MKA. | 121 M2 Mn
1,26 mMr/2 Mn npenapaty. | npenapary. Ay, 2.2.29.
Meron BEPX.
Ynaxoska Binnosixso 1o MK
Mapkysanus Binnosinso no 3minn g0 Mapkysanus (8id 05.03.2024 p.)
Cpadiune BinnoBixHo N0 3aTREPIKCHUX OPUriHAI-MAKETIB, PO3MIlLEHUX B €IHHil aBTOMATH30BANIH indopMa-
oopmIeHHS YIIAKOBKH | 1ifiKik cHcTeMi Hepxixenyxbu Yrpainu (annunii sin 08.04.2024 p) :
{ KOMEHTAPI

| YmoB# 36epiranns: 36epiraTii B OpHriHATLHIM YNaKoBUi npy Temnepatypi Bia 2 °C 1o 8 °C.

3ausa npo ceprudinanito: Lium 5 33c8iaMy10, B0 HaseaeHa BULLE iIHGOPMALLIX € OCTOBIPHOIO T3 TOHHOW, LLo cepilo npoayxuii
Gya0 BHPODNCHO (BKHMOHAIONH TIAKYBRHHA T MAPKYBAHHL) TR [POBEACHO KOHTPOND Ii AKOCTI HA HUAUC BKasanilt Alabhuid y
noRHif BIANOBLHOCTE 3 BuMoramMu GMP, BCraHOBIEHUMH MICUEBIHM PCry/ASTOPHAM OPraHOM, 3riAHO 3 YHHHHM 3KOHOJABCTBOM
Yxpaing, a Takox BiAORIAHO 10 crieuudixauil, 1O MiCTATHCA ¥ peecTpaniinoMy Jocke. [TpoToKoAN BAPOGHUITRA, NAKy A

Ta ananisis 6y;10 neperminyto T4 BCTAROBACHO BianoBiayicTs GMP.

Cepin rorosol nponyxuit 41017001 sixnosizac Bumoram MKSI JI3 3i 3minamu
(Haxas Ne 374 6id 05.03.2024) po Peecrpauiiinoro nocsiguenus Ne UA/10373/01/01 Ta

A03BOJSIETLER A0 peanizanil.

YnoBHoBANeH: )
ovoba: Pl

TLLB: Timgenko HB. -1 7 )

Jlivemsin: cepis AB Ne 501356 nix 08.02.2011 p.
Caizourso npo avecrauito BKSI Ne 337 8iz 09.03.2017 p. (snzauo Aepxasuoto cayx6oi0 Ykpa]

HapKOTHKaM)

Ceprudivar GMP 057/2023/GMP sin 30.06.2023 p. (sunanuit Jlepxasnow cayx6o10 Ykp!

HAPKOTUKAMHU)

Ceprudirar ISO 9001:2015 Ne23EQLY24/R2 ot 06.07.2023 p. (Bvnanuhi Assurance Quality
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CEPTUPGIKAT CEPI Ne 2024-15.3/455

Haiiveuypanis

HEPBUTVIEKC-II,

Honep cepil: 41017003
HPOAY KT
Hikapcwka Gopma: POBUHR JUA 11 eKLH
Peecrpalliiine PYX Ne UA/L0373/03/0% (Oie ne obyeowerna) Posmip cepit 21305
MOCBIAUCHHA:

Kpaina-srpodHHK:

Breaanka xo PIX (Haxaz N 1498 6io 20.07.2021)
Bistapea po P (Harcas Ne 374 ¢i0 05.03.2024)
Bicsanka (Haxaz Ne 1714 ¢io 08.10.2024)
Vkpaita

(yn., wr. Ta i)

yrnaxkopor Ne S

Cuna AlifakTuBHICTS:

I mu posunny mictirs TiaMity riapoxnopugy (y riepepaxy-

Crupm
Geuaoeut

[{ianorobaiamin

KaTiy FiAPOXAOPHAY Ha XPOMATOrPaMi poasiy NopisaanHs 2.

Ma xpomarorpami sHAPOGoBYBaHETo POIUKAY, oncpKanil npu
KULKICHOMY BU3HAYCHH], YAC YTPUMyBanHs (iKY criupry Oct-
SHIIOBOTO MAC CHIBIAMATI 3 QACOM YTPUMYBAHRS DKy COMpTY
GSHIMAOBOTO 1A XPOMATOrPAMI POSHMIY NOPiBHANIA 2.

Ha xpomartorpami suapodoBYBAHOTO PO3UMHRY, ouepxaniil npn
KUTLKICHOMY BHAHAMCAI WAHOKODANAMIHY, HaC YTPUdYBaHIs
niky iianoxofanaminy Mac CHiBIANATYH 3 HaCOM YTPHMYBAHNA
nixy wianoxobayaminy  Ha XpOMATOTpaMi  POICHIY nopis-

3an. 2.4 MICGL
HpY,2.2.29.
Meton BEPX.

3a 1. 2.5 MKSL,
J®Y, 2.2.29.

sanui va 100% pegonmny) 30 mr, mipuaokcuny riapoxnopuay | Jara 12 2024
(v nepepaxysanyi na 100% pevosnny) 50 mr, uianoxobaia- BHPOOHKUTRA:
miny (v nepepaxysanni na 100% peqosiuy) 0,5 M
Buj i poamip ynavosis:  [To 2 Maus astiyni; o S amnyn » Gaictepi; Jara saxin-
no | Oaicrepy B navul. qeHist TepMiy 12 2026
i MaprynanHa YRpaHCHLKOI0 MOBOIO, NpHAATHOCTT:
Haftmenysauus . . o, MeToxuen Pesyinraty
P, Bumom cncundirauii KOHTPOJI k
Ornuc TTpo30pa pliHa 4epBOHOTG KOMLOPY. 3& 30BHILIIIM BHIIAION 3an. 1 MICGA Tposopa
vae gignosinaty sumoram LY, cr. “Jlikapceki sacofu aaa | Bisyanuuo. piisua
RAPCHTEPANLHOTO 3ACTOCYBAHHAT. HEPROHOTO
“ KOALOPY.
; Bianosigac,
Inenrudrikanis Ha xpomaTorpani BUIIPOGOBYBAHOTO POIMHIY, OUCPHAUIT TIpH 3an. 2.0 MKAL
Tiaviiny KinpKiCHOMY BMIHAUCIN, MAC YTPHMYBAHHS (iKY Tiaminy rii- Burpumye
aidpoxaopud POXAODHAY MAE CIIBIANATY 3 YACOM YTPUMYBaHHs miky Tia- \Auoq m P)\
MiRY TIIpOXIOpHAY Ha XPOMATOrpamMi posunAYy NOPIBHSIHHS 2.
Ha XpomaTorpami sunpoSoBysatoro poHmiy, oiepxanii npu 3an. 2.2 MKst
Hipudoxrciiny KiALKICHOMY BIEHAUEHH], uaC yTpHMyBatus Ky nipunokenuy ¢ JIDY, 2229, !
2idpoxaopud FILAPOXIIOPHILY MAC CTIRBMAKATH 3 HACOM yTPUMYBaHs 1Ky ni- Meron BEPX. Burtpisyc
PHAOKCHHY TLAPOXAOPWILY Ha XPOMarorpaMi po3uniy nopis-
HAHHA 2.
Ha xpomaTorpasi BHIPOBOBYBAHOrQ PO3UHILY, OASNAHI npH 3an. 2.3 MK
Hdidoxainy KEALKICHOMY BUIHAUCHNE, vac yTprMysanss niky sigoxatuy ri- | AOY, 2.2.29.
2iopoxaopud APOXTOPHAY MAC CUIBIAKATI 3 YaCOM YTPRNYBaHHS TRy aifo- | Metoa BEPX.

HDY,2.2.25.
Meroi adcopuiii-
1ot crickrpodyro-
METPIT B yavepadio-
ACTORIfA | BrarMiH
00ACTHN.

HHS 3. MeToa BEPX, Brrpumye

Tiposopicrs Mae Gyt nposopHm. 3an. 3 MKA. {lposopnit
NV, 2.2.4.

| Thormuuanis MaxcHMyM nomm-mzni}imr;"ifi%e}iﬁzi}ini B 547 1m 110 559 1 3a 1t 4 MICSL 550,50 tint
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MO0000000036 ot 11.02.2025 Hepsunneke-H, p-+ a4/ iH.no 2 M7 B amn., 1o 5 amn. B 0AHOGI. 6nicT,1 Bnic 8 nay. cepis: 41017003
CEPTH®IKAT CEPY No 2024-15.3/455 !
Haiimerypanns npoayruii: HEPBIIIAEKC-H, Homep cepit: 41017003
Jlikapeska Qopua: PO3UKH ISt IH ek !

Halismenynanust s Meroamen Pesyasrary
i ORAaHII Busmory cnenndiganii ONTPOMIO ;
pH Bin4,4 no 4,8 3an. 5 MKAL 4,7
e HoY, 223, B
O8’em, mo He menwe 2,0 M. 3an. 6 MKS. Burpiivye :
BHTHIACTHOH DV, 2.9.17.
CrepuaBRIicTL Mae SyTH crepuasbum. ' 3a . 7 MIKSL Crepurnibiit
JdY, 2.6.1.
Bakrepiaanui Meniue 175 MO/A. 3a 0. § MKA, Mentre
eHAOTOKCHHH JIDY, 2,614, 175 MO/sia
Miexauivuni s Hactok = 10 MM — He Sinwe 6000 8 amrysii; 3a . 9 ML
BKJIOUYCHHA: AR HACTOK 2 25 Micw - ue SUtbtne 600 & anmryai. HbY, 2.9.19, Burrpumye
HEGUOUMI YACIHKY Mmeron .
Mexaniuui Mae Sy T NpaKTHYHO BiALHEM Bil YACTOK. 3an, 10 MKSL.
BRIAIGUEHHS: DY, 2.920. Burpunye
BUOUMIT WaCmKY
Kinsricne suznavenys Ha stomenm sunycry: TTIpomsizos mepatisy
i Apudamuocmi:
Tiantiny Bin 114 Mr/2mx 1o Bin 90 Mr/2ms 1o 126 M1/2 mn 3a Lo MKSL
Adpoxaopud 126 mr/2 wut npenapaty. | npenapary. HQy,22.29. 121 Mrv2 mii
i Meron BEPX. T U
g Bin 95 Mr/2xur no 105 w172 ma npenapas i} 102 waea me
cidpoxiopud a reai A - M Hpenapary
Jlidokainy SOPOXIOPUD Bin 19 mr/2ma 1o 21 wr/2 mut npenapary
Criupm benswiosuti Bin 38 mr/2u 10 42 wir/2 My npenapary .
- - o
HiauokoBanasin Biz 114 m/2mn 3o | Bin 0,90 Mr/2nur 20 1,26 Mr/2 Mt | 3am. 1.2 MICSL, 3
1,26 Mt/2 Mn nipenapary. | nperapary. HbY, 2229, 4
Meron BEPX. 4
RN AL LA RN
y - en g O 230
Yoakosxa Bignosiano no MXSI Q&;ﬂﬁfﬁ?ﬁ% A
P ) < " e P SNEIRNR %5
Mapiynanns Bigrosiano a0 3uinn o Mapxysauus (6id 05.03.2024 p) e %0 ,_~”j,‘{,“3°*Z joRl
iy N i ” P o RS . g T
Fpadiane Bianosiino 1o 3arsepiokensx opurinas-Maketis, POIMULCHHUX B CINHIA aBTOMATKIOBAIH m?ﬁrj’{;—iﬁi i
ODOPMILHUSE YUAKOBKH | (iiiniit cucremi HepairenynGu Vipaiau (it sin 08.04.2024 p)

[ﬁaﬁEHTAPI | Ymoni s6epiraims: 30epirati o OpUriHANLITH YIAKORL] 1P TeMIEpaTy
- . Vol - -
i Biskonaneun: HOuist TEOTIOHHHK %/Z Hara  28.01.2025p

iI'}'_al:.’\.-"tmu_ﬂ( BICs: Oaena K‘OPOTK%!X ' ,/Z/Kf .. | Hara 0.{,0‘0_ & oA f :

Zastea npo cepridrivanio: Lis FRCBIAAYIO, MO UaBEACHA Rutite rhopManis ¢ qocTonipo Ya Tounoe, The CERhO NPOSTFRE!
Gy a0 BIPOdACHO (BIAUIOAIOYK NAKYRANNA T MApKy [atus) Ta HPOBCACHO KOHTPORD T AKOCTE 1A e BRI 2l y
NOSHT RIANOBIADCT] 3 pHMOraas (GMP, seTananiennpn Micuenmss PETYANTOPHIN OPEANOM, SFLABO 3 WHEHIN 3RKOHOMEBCTRON
YRPATRA, & TAK0A BIATIOBUMO SO CUCHPIRAUI, U© MiCTATHCH ¥ peeerpauiitnony aocse. Mpaiokom sipoinnsa, nakysamis
T® QIR GV NEpCranyTO T4 BCTAHORICHO BianoBiaNicTs GMP.

Cepis rovoroi npoaykuii 41017003 sianosinac pumoram MICS JI3 3i 3minanmn
(Hakeas No 1683 ai0 03.10.2024) no Pecerpauifinore nocsimeunn Ne UA/I0373/01/01 1a

AO3BONRCTHCR A0 peanizanit. ) :
et /
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Brpobiora siasnuns. Aapeca: 61115 Vipaiua, Xapkincnka odi., Micto Xapxis, synnas Cepepina Motouskoro. By mHoRE3S

Jlieuain: copin AB Ne 501356 nig 08.02.2011 p.

v

Coigonrno npo arecrauiio BICS Na 337 six 09.03.2017 P (mtaano Jlepuantcto ¢y wGo Y kpaiku 3 AiKapemon 3coBin 1a KoHTpoars sa

UAPKOTHKAM )

Ceprudicar GMP 057/2023/GMP six 30.06.2023 p. (supanui HAepwanioio cnynboio Yepaits 3 ARQPCLKIX 3aC0Bin Ta KOITPOM0 sa

HADKOTHAKAM M)
Cepradsiicar ISO 9001:2015 Na23EQLY24/R2 o1 06.07.2023 p. (suuanuii Assurance Quality Certification LLC)
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