Luipharma

Hatimenynanps upoaykuii: BAHATE
Kpaiua-supoSuiik: Monsma

Howmep pecerpauiiinoro noceiguenas: Ne
Chuna 4ii / akrummicrs: | TabJIeTka MicTuTs: 80 My Bailcaprany ta 12,5 M
NITLIBKOBO) o6ononkoro, oo 80 mr/
KapTorHIH xopobii 3 MApKYRAHHAM YKPaTHCEKORQ

Jixapceka dopma: TabneTku, Bkpui

Poamip | timr yrakoniy: no 14 Tabnerok y 6micrepi; no 2 bricrepu y

MOBOIO
Tunexc: VLSR-0314-800
Homep cepii: 10224

Poamip cepii: 25823 VIL
Hata papoGuurea: 02.2024

KC KOMB], TaGnericn,

PAPMALIEBTUMHMIA 3ABOL
Byn. Nenbnnumecka Ne 19
83-200 Craporapg I AaHbCKK,
ronbua

Tern. +48 53/563 16 00

thakc +48 58/562 72 53

CepTugmxar kavecrna No 7120

BKPHTI NiBKkoB0I0 00000HKDI0, N0 80mr/12,5mr
UA/12839/01/02

r riﬂpoxnopoﬁaan,uy

12,5 mr

Hata zaxinueny TSpMiHy NPHAATHOCTI: (02,2027

HaﬁMGHyBaHH;I, MICHEeIHAXOMKe H S B
83-200, Craporapy I J4HBCKH, Mo
Howmep ninensii: GIF -IW-N-

Cepradhirar BIINORIAHOCT] GMP: Ne

f Haiivenysanus norasuuxis
J
I

lOmicarue

J

Bisyansmo. Metomnka xomnanif

j Oanopinnicrs posopanux OOHHHUIE
BAICApTaH

Binxnnenns siy CepeHbol MacH

~ Fiipoxnaopriazug

| Omsopinnicr, BMicTy

!

.

] IJ_](EIITHCIEI;;;ﬂﬂ ‘

- Balicapran
i- riapox.rmp'riaslm

| =

I :
; MeTonuka KOMnanil, meron BEPX

f

.~ Lnenrradircanis OKCHAY 33J1i39%

- Incn'nrq)ilcauiﬂ TUTaHY Aiokcuay
L(EL71)* —
+ CYnporimni gomimen

v JdoMiirka A%*

! Momiuka B+*

- HoMimxa C*#

. Omyinirana AoMiLIKa

¢ CyMa nomintox
Meronuxa Komuanii, Mmeton BEPYX,

HpobuuuTRa: Dap
ma
4001/WTC105/200/11
IWPS 405.88.2019.KK 2 WTC/0105 02 03/21

Bumorn MKKH (cnenndixaniy)
ikain BHITYCKY Creundiranis
TEPMiHY
TPHIATHOCTI

Creun
Pesyartan BRANPoGyRans

ROBracti ARoOmy K Tabnerky, BrpuT
MIBKOBOW 060M0HKDK

Poxesi . .
BIANOBigae

Bimnosingo 10 simor €ap. Oapy.
AVI10 omgsmms < 1,5 %
AR AVI0 oxurmms> [ 1 % AV3n OANHALES L1 %,

i Moneq iHIEBI By ans BMICT ogsHuu;
TO3YBAHHS He MeHLue 0,75 M | e Binpme
1,25 M ,!IeL1=150iL2=250

3,1%

7.9 %

Hac yTpumyBanus nika BAICAPTAHY | mika
riﬂpox.rmporiaamxy Ha XpoMaTorpami
AOCHI DKYBAHOTG Po3anmy I mosrnen
BiAnosinaTH Hacy yTpUMYBadHY Iika BanCapTany
I nika rinpoxnopoﬂaam(y Ha xpomatorpami

%
BiAMOBigae f
CTAHAAPTHOrO pozuugy IV, J

Ha XpoMaTorpami Iocnimxyparorg Posyuny 11T BLIUIOBI Tae
TORHHHI 36iraThes 3) CTICKTpaMH mikis
BaJICapTaHy i riapoxnoporiasmw Ha
XPOMAaTOTpami CTanzapTHOTQ posuHHy IV,

Crexrpn nikis RaJicapTany i rinpoxnopo*riaamw !
I
1

Hossa racuuenoro EPBOHOTO 3a6apBreHs aignorimae
Iapy erunaierary.

Hosza sxosto-opamuesoro sabapenexus BiANOBiAE

He Ginsme 0,5% He Ginnme 0,5 9% Menee 0,1 9%
He 6inpme 0,5 % He 6ineue 0,8 24 Meree 0,1 %
He 6insme 0,5 % He Ginswe 0,5 % Mexee 0,1 %

He Simomue 0,15 %
He 6inrwe 1,3 %

He binsure 0,2 %

[v]
He ineme 1,3 94 Metee 0,1 %

Menee 0,1 %
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PAPMALIEBTUYHIAM 3ABOH
BYR. MenennuHbcka Ne 19

ﬁf@ﬁmh&f Y{E7= ?%—%g?}_gaporapﬂ CAanscky,

Ten. +48 §3/563 16 00
thakc +48 58/562 23 53

Ceprigurar kavecrna No 7120

Hatimenypanpy ponyruil: BAHATEKC KOME|, TabAeTIY, BRPHTI NIiBKOBOID obononkonw, no 80Mr/12,5mr
Kpaita-supobuux: Homnra

Howmep PeECTpanifinoro mocsipuens: Ne UA/12839/01/02

Cuna i / axtusnicrs: | TabireTka MicTHTE: 80 Mr Bajicapray Ta 12,5 mr ri,upoxnoporiagﬂﬂy

Jlixaperka dopMa: Tabnerxu, sxpuri TLTiBKOBOD obomoHKoI0, 1o 80 Mr/ 12,5 mr

Posmip i tun yoakoskm: mo 14 Ta6nerox y GuicTepi; no 2 Bnicrepu y KapTounill kopofui 3 MApKYBAHHAM VKpaTHCHKOMG

Tpnexe: VLSR-03 14-800

Homep cepii: 10224

Posmip cepii: 25823 VI

Hata BupoGuuirea: 02.2024

Hata sakinuepny TePMIBY NpuaaTHOCT: 02.2027

Hai&MeHyBamm, MICIIe3HAXO K His BHPOOHHIITRA" DapmanepTranmii 3ason «lTonsthapmay C.A, By Henamnubcxa, 19,

83-200, Craporapa I" AaHbckn, Tlomema

Homep ninensiy: GIF-TW-N-4001/WTC| 05/200/11
Cei)TLfQ)_iIS@:lj__I}LI{EQBi,[[HOCTi GMP: Ne 1WPS 405.88.2019. KK 2 WTC/0105 02 03/21
Bumorn MKH (enenmdpinaniy)
thikauis BHITYCKY Crenadikaiis

TepMiny
UPHAATHOCTI

Cneuu

Haimenopaune ToKAsaTened| PesyautaTn BHOPoOYBaHL

f
|
[KiJIIaKiCHHﬁM;sMiE:r_ .

- BANCapTal

- rinpoxnopn'am;l

Metoanka KOMitanii, Mmeron BEPX
Posunyenny

95,0%-105,0%

————

) 102,7% (min, 100,7%
T BajcapTan Maxc. 104,7 %)

Q=50 % gepea 30 xn, 104,3% (Mix. 101.9 %

~ riapoxnopriasmz makc. 108,6 %)

| Metonmuka KoMnanii, Merog BEPX
Mikpo6ionoriupa HHCTOTY *¥*

He 6insiue 0,082 ppm He 6ingme 0,082 Ppm

|- 3aransha KinpkicTs aepobumx ' He 6insie 10° Kvo
| MIKpOOpTaNitMia (TAMC)B 11 i
. - 3aranbaa KinsxicTs, AP IKOBAX | He Bimame 102 KvO . o
| LUBINEBHX rprGie (TYMC)Ys 11 S ERERCen |
. - Escherichia colip | 1 Bircytaicts ?
| Kinbxicuuii smior HiTpoaaminip M2 |
- N-ni Hami A ; 3
LT AXRO0MmMeT namit (NDMA,) He Ginbwe 0,300 ppm | e Ginsine 0,300 ppm <LOD (<0.003 ppm) ]
I« N-HiTpl):iOJ]HeTHJTaMlH (NDEA) : : I
| Nelinoers : ) He Ginbwe 0,082 ppm | He Gixsme 0,082 ppm < LOD (< 0.064 ppm)
| = N-HITpO30 o porineTHAa My o . |
| (NIPEA) : He Ginse 0,082 Ppm He 6inbme 0,082 ppm HE NIPOBEAEHO :
|
- N-HiTpoaomiiaonponinaMin (NDIPA) ; : )
| - cyma nitposaminip * He Birme 0,082 ppm He Ginbue 0,082 ppm He NpoBeseHo ]
i

I Merop TXMC/MC HE MPpoBeaeno

* Hepymame Aocrimxerus, Jocaimrerng TIPOBOJATL Ha koncuill 10-# cepii.
** ¥MOBU n03HaNrms:

Howmimrga A: XNOpoTiasn

Howiwra B: 4-ay iuo-6~xnop06cmoﬂ-l,S—AHcynmponﬂMm

Nomimga C: 6-:mop-N-{(ﬁ-xnop-?-cynn@uwo‘fn-2,3 -J.mriﬂpo—4H-1,2,4-61:}1301':'&;1&5;:11-4-1’11 1,1

i 01(cm:().ucmu]-3,4-,ru1ri,rtpu-2H-] 22,4-6er BoTia.rsiznﬂ—T-cynLquaMin L 1-aioxcun

*** Hepythme ROCTmxenia. Jlocnimrermy TPOBOASTS: Ha Repunc J-x TIPOMHCIOBHX eepinx, a noTiM

¥A KookHid | 04 cepii, ane e MEITIIC ONHOro pazy Ha pik.

Kinskicamti puicr HiTposamiuia;

¥ Napamerp NH3HAANY T, AKiG BHALRAICT Ginyine ogroro Hi'zpuzauiay.

we Pesynprar TIPURMARY1S 3 BHG podyranus milovyai PEHOBHAN KoMDanico Tonzhapma; BHIIpOGYBaITHA MpoRoAsTEs Ha nepuix 3-x cepinx BpENapary, BUpoGieHuX 1ricss
BHECEHMX 3MiH 10 HPOUCCY BHPODIHUTRA AjkuoT PEMOBHEH Ta 2Mil, 1o noTPEOVIOTE Rawinanii ago LIOBTOPHOY BaiAaiy,
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SAPMALIEBTHUYHMA JABO
8yn. Menbnnunscka Ne 19

ﬁﬁfﬂh&f 142/=i g%ﬁg?iﬁxmporapn FAanbcky,

Ten. +48 53/563 16 00
thake +48 58/562 23863

Cepruukar xagecraa No 7120

Haiimenypanus npoayknii: BAHATERKC KOME], Ta0/eTKY, BRpHT naiBKoBOM oboroukow, o B0mMr/12,5mr
Kpaina-supotuu: onmsma

Howmep peecTpanifinoro nocsizdekus: No UA/12839/01/02

Crna 1ii / akrusmicrs: 1 TabneTka MicTiTE: 80 My Bancaprany ta 12,5 mr ri,zrpoxﬂoporia:may

Jlikapcika diopaa; TabeTky, BKPUTI MirKoBOIO obononkoro, 1o 80 mr/] 2.5 mr

Pozmip i Tun YUAKOBKH: 110 14 Tabnetok ¥ Guicrepi; no 2 Gnicrepy y kapronmiii kopobui 3 Mapkysanm YKpalHcbKoro

Inpexc: VLSR-0314-800
Howep cepii: 10224
Poamip cepif: 25823 YiL
Hara BupoGamrea: 02.2024
Hara sakingers TePMiHy mpHaaTHOCTI: 02,2027
Haﬁmeﬂy}aam—m, MICUe3HaXOmKe g BEPOOHUITRA; GapmaneBTugRUi 3anon «Iomshapmay C.A., By Henbmunsera, 19,
83-200, Craporapa I’ HaHBCKH, [Tomsmma
Homep ninensii: GIF -IW-N-4001/WTC105/200/ i
Ceprudriar BI/INOBinROCTI GMP: No IWPS.405.88.2019 KK 2 WTC/0105 02 03/21

3asHavenmii p LreMy ceprudiraTi TOBap 3a sixicTio BignoBITAE BUMOran: §/4-0192.11 gup. 02,

L 5 3aceinuyio, mo HakeNieHa BRINE TdopManis ¢ JOCTOBIpHOIO Ta Towno, Lito cepiro Tpoayxuil 6y10 srpobaeno
{RuOYarOY Y TNaKY BaHRA/MAPKY BalHS) Ta MPOBCACHO KOHTIPONS 1f AxocTi g BHLLe3asHAYEHIH i um ¥ HoBHil BianorigpocT 5
BiMoramMu GMP, setanoriemmmy MICIieRyM PEry/IATOPHIM OPradoM, & Takox BIIIORiAMO no CICIHGIKaNil, o MicTerEcy y
PeecTpaniinoMy pocre. Hporokonn BHPOOHHIITBA, nakysanms Ta aHanizip Gymo TISPETTANYTO T4 BCTANORIENG BipnoBiamicTs GMP,

Hpiseimue 1a nocana 0cobu, yNioBHOBaKeHO] g BHAA4Y N0o3gosy Ha BHIyck cepii;
Hiprwe:
YuorHoBamena ocoba
(Qualified Person)
J. Pietkiewicz

fﬁ%%m

Hara miamncapms;: 28%3.2024
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AEPIKABHA CJIYIKBA 3 JIIKAPCHLKHX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTUKAMHA y m. KHEBI

npos. Hanii Ceitinunot, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BHCHOBOK
Npo AKICTH BBe3€HOro B YKpainy Jikapchkoro 3acoly

24.04.2024 Ne 21544/24/26

BAHATEKC KOMBEI
(HakiMenysanns nikapebkoro 3acofy 3rinno 3 peecrpauilinum NOCBiAHECHHAM)
TabJIeTKH, BKPHTI MIIBK0BOI0 060/10HK010, 10 80 mr/12,5 mr o 14 rabuerok y 6aicrepi, no 2
Oaicrepn y xapronniii kopo6ui
(thopma Bumycky, no3ypauus, BHA NakyBaHHs J1ikapchLKoro 3acofy)

Homep peectpaniiinoro nocsinuenns UA/12839/01/02 crpox nii peecTpalifHOro nocpimtents HEOOMEKEHHIL
Cepis nikapeskoro 3aco6y Ne 10224 Kinbkicte Bee3enoro nikapeskoro 3acoby 25823

BipoGHuk . _®apmanestuunnit 3asox "TIOJIBGAPMA" C.A., Tlonsma

(nafimenypanns BpoGHHKa Nikapckkoro 3a¢00y, KpaiHa NoXo/KeHHS)

Beeseno B Vkpainy ToBapucrso 3 06merkenoro pixnosiganbuicrio "IMIOJbB®APMA
TOA", inenr. xon: 42781598

(HaiiMenysauns ta kon 3a €JIPTIOY 1opHAn4HOT ocobH alo npissuie, iM's, o 6arsxoB; isnunol
ocofu - mianpuemus, it Micue npoxupanns Ta peccTpauiiinuii Homep o6nikoroT kapTky NnaTuuka
nozxatxin abo cepis Ta HoMep nacnopra)

TlpoTokon Bisyanawnoroe kourpomo six 24.04,.2024 Ne 1411/3.

3a pe3ynpTaTaMu  IEPKABHOTO KOHTPOJIIO  BCTAHOBJIEHO, 100 JiKapceLkuii 3aci6 BBeseno B Ykpainy 3
AOTPHMAaHH JaKOHONABCTBA OO 3abe3nieueH s sKoCTi NipghchbKHx 3acobis.

o

Muxkona XOJIOAEHKO

(nianuc) (iniuianu ra npisBHme)




JAEPKABHA CJYXEBA 3 JIKAPCHLKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KUEBI

npos. Haaii Caitnnunot, 3, 02099, ten. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kox €IPTIOY 37079055

BUCHOBOK
PO AKicTL BBE3¢HOT0 B YKpainy jikapebkoro 3acoby

27.01.2025 No 3437/25/26

BAHATEKC KOMbI
(waliMenyBanis Aikapeskoro sacoly sriano 3 pecerpaitifiin nocuiAueHsin
TabaeTH, BKPUT IIiBKOBOI0 060/0HK010, 110 80 Mr/12,5 Mr; no 14 radacror y 6aicrepi; no 2
GaicTepu y kapTouuiil Kopooui
(hopma BUNYCKY, A0TYBAILIS. BHJL NAKYBANHA HHKAPCLKOTO 3acoly)

Homep peectpauiiinoro nocsisuenus UA/12839/01/02 crpox aii peectpauiiinoro nocsiateiin ncobmeneHui
Cepis nikapcbkoro sacoGy Ne 20824 KinbKicts sgesenoro aikapehkoro sacoby 12280

BipoGHiik dapmanestrunmit 3ason «[Tousdapmar C. A, Tlosbuia
(HakseHy i RUpoOHUKA AIKapeLKoro 3acody, kpaita NOXO/UKEIHA)

Bneseno B Ykpainy Tosapuerso 3 00MeREHO10 sinnosiganeiicrio "ITOJIBAPMA
FOA", inenr. won: 42781598
(nadiateiysanns 1a oit 3a CAPTIOY 1opnanynol ocobi ado npispuine. iv's, no Sarbrosi disuanol
0coBH ~ HiATPHEMUS, T MICHE IPOAKUBAHKE Ta peceTpailiitsHit HoMep o0iKkoBOT KAPTKH NAaTHHKA
nonarkin afo cepis Ta HOMEP racnopra)

MpoTokon Bizyaeioro Koutpoio six 27,01.2025 N 183/01.10-25/6.

3a  pesyibTaTaMH  ACPIKABHOTO  KOHTPOMO  BCTAHORACHO. 1110 sixapebkuit  3acié  sseseno B Ykpainy 3

DOTPHMAHHAM BHMOI 3aKOHONABCTEA LLOAO 3aGesseuentis IKOCTI jikape

s
o

{x 3ac00iB.

HavansHuk

(inirdaan Ta npissine)

(noclosa acoba oprauy ACPABHOIO,KQITPOIIO) (nianuc)

MIT
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pharme

o

GAPMALEBTUYHWI 3ABOJ
sy Tensnaunbeka Ne 19
83-200 Craporapn ['zanscku, [OJIbUIA

Ten. +48 53/563 16 00
(pakc +48 58/562 23 53

Ceprudikar siocri Ne 14788

Halimenysanus npoykuii: BAHATEKC KOMBI, taéaerkn, BKpUTi I1iBK0BOIO 060/10HK010, 110 80Mr/12,5Mr

Kpaina-supobuuk: [Tosnbiua

Homep peecrpauiiitoro nocsinuenns: Ne UA/12839/01/02

Cuna it / akrusnicrs: 1 Tabierka micturs: 80 Mr Bancapraty ta 12,5 Mr rigpoxsoporiasuy
Jlikapcnica popma: Tabnerku, BkpuTi 1iiBKoBoOI0 060J0HK010, 110 80 MI/12,5 M

Posmip i Tun ynakosku: o 14 tabserox y 6aictepi; no 2 6aicrepn y kapronHil kopoOii 3 MapkyBaHHsM yKPaTHChKOIO

MOBOIO

[nnexe: VLSR-0314-800
Homep cepii: 20824

Posmip cepil: 12280 yn.
Jata supobunursa: 08.2024

Jlara sakinuenus TepMiny npuaaruocri: 08.2027
HadimenyBanus, Micuesnaxomxenns supoduunnrsa: Papmauestuunuil 3ason «[lonbdapman C.A., yn. leasnauunscxa, 19,

83-200, Craporapan I'nanbeku, [Tonbiua
Homep niuensii: 040/0105/15

Ceprudikar sianosignocri GMP: No IWSF.405.103.2022.1P.1

WTC/0105 02 03/239

HalfimMenyBAHHA NOKAZHHUKIB Bumoru MK (cneundirxauii) PesyabTaTn
Cneundixauis sunycky | Cneundpixanuis tepminy BHNIPOGYBaHb
AIPHUIATHOCTI
1. Onuc Poskesi gosracri asoorny ki TabneTku, BKpUTI Bianosijgae
Bisyansno, MeToamka KoMMaHii [I1IBKOBOIO 000JIOHKOIO.
2. OaHopiAHICTL 1030BAHHX OJAMHHLb 3riano 1o Bumor €Bp. dapm.
- BancapTaH AV10 opminus <L 1% 4,3 %
Biaxunienst BiL cepe/iibol MacH Ko AV10 omunnus > L1%:AV30 o <L 1%
- FiApoXJIopTiaznua i >xoaeH inauBigyanbHuit BMiCT 01MHMLL 13,5 %
OunopiauicTs BMiCTY jo3yBauns He meHie 0,75 M i ne Ginbiue 1,25 M,
ne L1 =15,0iL2=250
3. Inenrudikauis Yac yrpumyBaHHs Iika BajicapTany i nika
MeTojuiKa KoMiaHil, merog BEPX riapoxJopTiazuily Ha XpOMAaTOrpami
- BajcapTaHl Jociimkysaroro poszuunny 11 nosuHeH Bianosigatu Bisnosinae
4acy yTpUMyBaHHs Mika BajcapTaHy i mika
rizpoxJiopriasuily Ha XpoMatorpami cTaHaapTHOro
posunny V.
Criexrpy nikiB Bancaprany i rigpoxsopTiasuiy Ha
- rinpoxaopTiazua XpomaTorpami JOCHi Ky BaHOro posuuny 111
NoBHHHI 36iraTres 31 cniekrpamu NikiB Bajcapraiy i
riapoXJopTiasuly Ha XpoMaTorpami CTaHIapTHOro Birnosinae
pozunny 1V.
4. Inesndikauist okenay 3aniza * [TosiBa HACKHUEHOrO YEPBOHOTO 3abapBileH s wapy BijroBigae
SKICHA peakuls, MEeToAHKa KomMriamil e’rmlaueTa’ly
5. Inentudikauin  THTaHy  AiokcHpy [TosiBa x0BTO-0paHKeBOro 3abapaJieHs BIANOBi1a€
(E171)*
SIKICHA peaKilisl, METOANKA KOMIIaHii
6. CynposigHi xomiwxu
MeTo/rKa koMnauii, meros BEPX
- JoMiunca A** He 6inbwe 0,5 % He 6inviue 0,5 % menie 0,1 %
- Jgomimka B¥* He 6inbuie 0,5 % He 6imbwie 0,8 % menwe 0,1 %
- Jomilka C** He 6inbiue 0,5 % He Ginbiue 0,5 % menie 0,1 %
- OIMHHYHA JOMilla He 6inbiue 0,15 % He 6insiie 0,2 % menue 0,1 %
- Cyma JIOMILLIOK He 6inbie 1,3 % He 6isbiue 1,3 % mene 0,1 %
7. Kinbkicuuii Bmict
MeToaMKa komrauii, meros BEPX 102,7 %
- BasicapTan 95,0%-105,0% 105,0%
- rinpoxnopriazui

W A9ER b 4 ong o
Q’(; i » 7752 g a7 L <
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DOAPMALIEBTHUY HUM 3ABOJL

yJ1. [Teasrnnnscka Ne 19

83-200 Craporapa ['natbekn, [TOJIBILA
Tes. +48 53/563 16 00

(axc +48 58/562 23 53

R ——
;}% e
& @

Ceprudirar sxocti Ne 14788

Haitmenysaunus npoayknii: BAHATEKC KOMBI, TaéneTku, BKPHTI NJ1iBKOBOIO 000JIOHKO10, 110 80mr/12,5mr
Kpatua-supobuuic: Ionbia

Homep pecctpaitiitioro nocsiguenns: Ne UA/12839/01/02

Cuaa aii / akrusuicts: 1 Tabnerka mictuts: 80 Mr Basicaprany Ta 12,5 Mr ripoxnopoTiasuy

Jlixapcoka opma: TabieTkH, BKPUT M1iBKOBOIO 0600 K010, 110 80 Mr/12,5 Mr

Posmip i Tun ynaxopiu: no 14 Tabnetok y Gaictepi; mo 2 Gnicrepu y kapTonHiii kopobui 3 MapKyBaHHAM yKPaiHChKOIO
MOBOIO

lugexe: VLIL.SR-0314-800

Homep cepil: 20824

Posmip cepii: 12280 yi.

Jara supobuuursa: 08.2024

Jara sakinuenus tepminy rnpuaarsocti: 08.2027

Haifmeny Banis, Micuesnaxooxenns upoGuuursa: Gapmauenruunuii 3asos «llonsdapmar C.A., By [Menbrmincka, 19,
83-200, Craporapa ['nanbeku, [Tosbua

Homep nineusii: 040/0105/15

Ceprudikar Bignosianocti GMP: Ne IWSF.405.103.2022.1P.1 WTC/0105 02 _03/239

PesyabraTtu
BHIIPOOYBAHbL

HaiimenyBanusi noKa3sHUKIB Bumorn MKSI (cneundirxauii)
Crnewudikattis
TepMiHy NPHAATHOCTI

Creundikatlist BUITYCKY

101,0 % (min. 97,8 %
makc. 103,8 %)

97,4 % (min. 94,3 %
makc. 99,6 %)

8. Po3uunents

Meroauka komnanii, meroa BEPX
- BajicapTas

- rigpoxJiopriazun

Q=80 % uepes 30 xB.

9. MikpoGioJsoriuHa yneToTa ***

- N-nirposonuerunamin (NDEA)

- N-uitposoizonponinerunamin (NIPEA)
- N-uirposoauizornporninamin (NDIPA)

- cyma HiTposamiuip *

He 6inbuie 0,082 ppm
He 6inbuie 0,082 ppm
He 6iabiue 0,082 ppm
He 6iabuie 0,082 ppm

He 6inswe 0,082 ppm
He 6inbure 0,082 ppm
He 6inbuie 0,082 ppm
He 6insiue 0,082 ppm

-3arajibHa KifbKiCTS aepobHUX . . R

mikpoopranismis (TAMC) B 1 1 He 6inbue, 1k 10° KYO HE MPOBEJICHO
BaraapHa  KibKICTH  APDIJOKOBHX i . .

upincsux rpudis (TYMC) 8 1 ¢ He 61m>m<?, Hi2K 1_02 KYO HE TPOBEAECHO

- Escherichia colin 1 ¢ BincyrHi HE MPOBEICHO
10. Kiabkicuuii BmicT nirpozaminis N

meTon FXMC/MC

- N-nitpozoaumerunamin (NDMA) He 6inpuie 0,300 ppm He 6inbie 0,300 ppm <DL (<0,003 ppm)

<DL (<0,003 ppm)
HE NPOBEACHO
HE ITPOBEACHO
HE 3HaiIcHO

* HepyTuune gociipkenus. Jlocaipienio nijurae koxua 10-a cepis.,

*% YMOBHI NO3HAUCHHS
Jlomiwka A; xnopTriasui;
Jomiwka B: 4-amin-6-xnop-1,3-mcynsdonamin;

JlomimkaC:6-xnop-N=[(6-x0p-7-cyanpamoin-2,3-aurigpo-4H-1,2,4-6ensorianusnn-4-in
1,1-giokcum)merun]-3,4-aurigpo-2H-1,2 4-6ensoriagnsnn-7-cynsdonamuin 1,1-aiokcun
**4 Hepytunne noctimkenus. JIOCHDKEHHIO THUMAIOTE TPH MEPLIMX MPOMUCIOBUX cepii, a noTiM koxwua 10-a cepis, ane ue pimue

OZIHOrO pasy Ha pik.
Kb Kicuuii BMICT HITpO3aMiHIB!

* ITapameTp BH3HAYAIOT, SIKULO BHSBASIOTH GiJibLIE OJHOTO HITPO3aMiHy.
N2 Pesyprar npHitMaIoTh 3 BUnpoGy BaHHs Ail0U0T petosrHU KoMnanieio Tlosb(papma; BUNPoGY BaHHS NPOBOANT Ha MEPiMX 3-X cepisx
npenapary, BUpoGJIEHUX NiCis BHECEHHX 3MIH A0 NIPOLECY BUPOGHHLTBA iI0UOT PEUOBMHH Ta 3MiH, 110 NMOTpedy10Th Banigauii aGo

NOBTOPHOT Bas ALl
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BGAPMALEBTUUHWHI 3ABOJL

pyn. lleasrmnbeka Ne 9

83-200 Craporapa [nancicn, [TOJIbIIA
Ten. +48 53/563 16 00

(axc +48 58/562 23 53

Ceprudikar sxocti Ne 14788

Haiimenysanis npogykuii: BAHATEKC KOMBI, Ta6neTku, BKpUTi NIIBKOBOIO 060J10HKOI0, 110 80mr/12,5mr
Kpaina-Bupobunk: [Nosbiia

Howmep peccrpauiiinoro nocsinuenns: Ne UA/12839/01/02

Cuna 4t / akTuBHicTs: 1 Tabrneria Mictuts: 80 Mr Banicaptany Ta 12,5 Mr rizpoxaoporiasuay

Jlikapcrka opma: Tabneticn, BKpUTI MIiBKoBoIo 0600HK0I0, 110 80 mr/12,5 mr

Posmip i Tin ynakosku: 1o 14 Tabnerok y Giicrepi; no 2 Gnicrepn y kapToHHiH KOpoOUi 3 MapKyBaHHsIM YKPaiHCLKOIO
MOBOIO

Tuaexe: VLSR-0314-800

Homep cepii: 20824

Posmip cepii: 12280 yi.

Jara supobuuursa: 08.2024

JlaTa sakinuenns repminy npunarsocti: 08.2027

Haiimeny Banus, MicuesHaxokenns BupoGuunrsa: GapmaesTHunui 3asoa «floabdapmar C.A., Bya. lTensrumnbeka, 19,
83-200, Craporapa I'aanbeku, [onbiua

Homep niuensii: 040/0105/15

Ceprudixar inosinsocti GMP: Ne IWSF.405.103.2022.1P.1  WTC/0105_02_03/239

3asHadennil B ubomy cepTudikari ToBap 3a aKkicTio Bianosizae sumoram: $/4-0192.11 Bua. 02.

Llum st 3acBifuyIo, WO HaBejeHa Buule (HPOpMaLLis € J0CTOBIPHOIO Ta TOYHOI0. Lo cepito npoaykuii 6yno supobneno
(BKIIOYAIOUM TIaKy BAHHSI/MaPKYBAKHs) Ta IIPOBEJEHO KOHTPOIb i SIKOCTI Ha BHIE3a3HAUEH H ALMbHALL Y MOBHIT
BinnosianocTi 3 BumoraMn GMP, BCTAHOBACHHMH MiCLIEBMM PEryJISTOPHHM OPraHOM, & TAKOX BIATIOBIANO 1O
criendikanii, wo MicTaTses y peectpauiitiomy A0cke. [TpoTOKOH BUPOOHULTBA, NAKyBaHHs Ta anasnisis 6yno
NeperssiiyTo Ta BCTaHOBJeHO BianosinHicts GMP.

TpissHie Ta 10cajia 0co6H, yNoBHOBAXCHOT HA BHJAUY A03BOJTY Ha BUITyCK Cepil:

ITixnuc: YnosHoBaxeHa 0ocoda
(Qualified Person)
A. Siewruk

Jlara nignucanus: 12.12.2024
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