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D CepTudixaTr cepii nikapckkoro sacofy Ne 23237
1. Hazsa npogyxkuin RUMEKCIAO- Kb
2. KpalHa-eupobHuk: YKPAIHA
3. Homep peecTpatifinoro noceinuenHs: UA/5357/01/01
4. Cuna pilfakTueHicTn: 1 hnakoH MICTUTL auMmeTuncynstokcyay 50 M
5. likapcuka diopma: PLANHE ONA I0BHIWKLGIC 38CTOCYBAHHS
6 Po3Mip Ta Tun naxysauus: na 30 MA y hnakonax 3 MapKyRatiHAM YKRaIHCLKOK MOBOIO
7. HomMep cepiis 21024 Po3mip cepii: 46865 wr
8. BaTa BUpoBHULTRA: 10.2024

9. BaTa 3akiHvennn TepMiny npugaTiocTi: 10.2027

10. Haseu, appecs Ta HoMepu niuewsil BupobneHo, axAmualoun NakysaHHa/MapxyBaHHs Ta KOHTPOMb AIKOCTI Ha ffbHuug -

BCIX  BinbHULE 2 BUpobHUUTEA  Ta BUPOBHULTBE PIOKUX 12 M'AKHX niRapcekux 3acofic TOB "KM "dapuauesTtuuna

KOHTponio RKOCTI: thabpuka" 33 aapecon HutoMupeska 060, HUTOMBDCHRWA pafoH, ¢ CTaHuWwIBKa
BYN Koponwosa, §4; muexzig N:AB 598036; cainoutso npo ateciauno MXA M127,
CRIROUTBO NpO gTecTallio MBS Ne227

11. Cepruchikatu sinnosigvocti GMP AN BCiX BinbHUUL, HaBegeHux y n.10:

12. PesynsTaru ananiais:

MokazHukm BumMoru HTRH, PeasynsTaTu
Onuc BezbapaHa pitrHa abo beaBapsi kpucrany TrpockonsHri Binnoeiae
TeMnepatypa TeepaHeHHS He merwe 18 3 °C Bignoainac

B obnacti B1g 270 Hi A0 350 HM - BifICYTHICTD MaKCUMyNMIB

KUcnoTHICTS goon;eaepzzgaﬂinﬁ::;Si:sg‘:)‘g:z;:;s npw noaasgadin He Ginsie 5 0 Ma Bianosinae
CynposigHi goMilukK He Sinewe 01 % Blanoeinae
IpenTudikatia 3rigHo MKR N3 Bignoginac
PosyuHHIiCTL 3MiyeThCA 3 BOOOO P, eTanonomM (96 %) P Bianomiase
Mikpobionoriyna uncroTa 3riaHo MKS N3 Bignosisar
06'eM BMICTY yHakoBKMK He meHie 50 mMn Bianoeinac
Ynakoska 3rigHe MKH 13 Branopisiae
MapKyBauHa 3rigro MKA N3 Branoniaae
MoKAa3HMK ZANOMAEHHR Binl478 not 479 14785
Bona Me 61bwe 0 2 % DrIg R
BinHOCHRa rycTuHa Bin 1.100 no 1 104 1102

13. K HTapi:

14, 3:;41;; "P!:’ Llum /1 32c8184y10, WD HapeaeHa BuLe IMOPYALIA € JOLTOBIPHO T3 ToUHOW. LI Cepio rpoaykL ﬁy'no ::;:t‘;neno

cepTuchikauilo:  (BrAIOHAIONN NAKYBAHHA/MANKYBSHHA) TA APUBEAEHO KOWTRONb || AKOCT! HA BUILESAZHAHCHIN JnuHull Y "
BIANOBIAHOCTI 3 BUMOraMmu GMP, ecTaHoBneruMK Micges EFyYNATOPRUM OPraqoM, a TAKOM annnoe::nrll;éil ”
cneundIKaLli, Wo MICTATLCA Y PeECTpALIGHOMY aot, TOROAK BUPLBHWLTES, NAKYBAHHA Ta aHan3 e By
AepernamyTo Ta BCTaMOBASRO BIANIOBIAHICTE G;:/E@ o

¥ iagKUle Ta nocaga ocobu, Aka sugana O0o2ein Ha suNyYK 1§ . ;
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oy

YnonHoiiaxeua 2
ocoda

sapchra P A My (peri/ 4403 //2}} 01 205

- s by o et T




y}m ® AicHus Ha Tepuropii Yapainm
isnpha |

el TOB "OKN "OAPMALLEBTUYHA SABPUKA"
Cyuacui fopmyne anopon’a M. )'KHTOMHD

ViKpaiua, 10014, M, Huromup, Byn. flepioHToBCHKS, 5,7 48-11-31, T/h. 48-11-28

CeprudikaT_cepii Aikanchkoro 2acafy Ne 24340

1. Hasga npoayKuir BUMEKCUI-KD@

2. Kpaina-supoBHuxk; YKPAIHA

3. Homep _eeecrpau,iﬁuoro NOCBIOYeHMAS UA/5357/01/01

4. Cuna piifaxTuanHicTs: 1 dnakonr MicTuTh. AuMeTuncynsdokcuay 50 ma

5. Nllkapceka dopma; PlAKHE AA5 30BHIWHLOrO 33CTOCYRAHHA

6. PoaMmip Ta Tun NakyBaHHA; 1Mo 50 Mn y dhnaxoHax 3 MapKyBaHHAM YKPATHCLKOI MOBOK

7. Homep cepin 11124 Posmip cepil: 38900 wr
B. Bara BupoBuuyTRa: 11.2024

9. faTa 3akiyueHHa TepMiny npupaTHocri: 11,2027

;:?ilx Ha;?;’;ﬂ:ﬁfec‘l Ta HOl%ePll NiueH3l BupobneHo, BrniouaUYN NaKyBaHHA/MBPKYBAHHA T8 KOHTPONL AKOCT! Ha OINLHAW 3
s . 3 BUPODBHULTEE  Ta pupobuuiLTea PIAKKX Ta M'AKUX NIKapcbKWX 3acobms TOB "KM "dapMalleBTUHHa
pontd  AKocTi: thabpuka" 33 agpecow Kuvomupcrka  of. KUTOMUPCLKUA  patioH, ¢.CraHnuwiska,
symn.Koponbosa, 6.4; nmuersia MAB 598036: csinoutso apo arectauno XN N:127,
C8140UTBO Npo atecraymo MBS Ne227
11. CepTudrikaTu nignosigHocTi GMP BAA BCiX BinkHULL, HaBe geHux ¥y n.10:
12. PeaynwTaTy ananisis:

MoxasHuKK Bumoru HTQ PeaynkTatu
Onuc BezGapsra piavma abo Gesbapem Kpucranu [iFpocKonIYHUEA Bianoeinae
TeMnepaTypa TsepaHeHHs He meHwe 18.3 *C Bianosigae
OnTusHa rycrina g: ﬂggm:b‘xgﬁﬁfrzzs?nﬁmgagfs 6'*&:?4:69 gﬂﬁi %r?n?:we 020 Bianosinae

B obnacti B 270 MM po 350 HM - BIACYTHICTB MBKCUMyMIB

KucnoTHicTe g?ﬁeaepiziaagnr?::;:ileni'gsg;':;ﬂ npw goaasaqHHI He Ginewe 5.0 MA Bianosinae
Cynposigri gomitikyu He Ginbwe 01 % BignoBihae
inenTudgikayin 3rigHo MKA A3 Binnoginae
Pos4uHHiCTE 3MiWyETECR 3 BOJIOKC P, eTaHonoM (96 %) P Bianosigac
Mikpobionoriyda yucrToTa 3riaro MKA N3 Bianesinae
06'emM BMICTY yNnaKosKu He MeHwe 50 Mn Bianosifnae
Ynakosaka 3rtaHo MK#A N3 Bianosiaae
MapKyBa3HHA 3riaHo MK# A3 Bianoginae
MokazHuK 2anoMAEHHS Bia 1.478 no 1.479 1.478B5
Bopga He Binbwe 0.2 % 0.056 %
BiaHocHa rycTuna 8in 1.100 go 1.104 1.102

13. KomeHTapi:
14. 3asea npo
cepTudikanio:

Uum 51 3aCBiAYYI0, WO HaBeAeHA BHWE IHBOPMALLA € Aoc%&pnq»o Ta TovHow. Lo cepin naggy:ﬁtlﬂmﬁlin;:gapﬁgnem
{BKAIOYAIONM NAKYBaHHA/MapKyBaHHA) Ta nposeAgHo KOITROME I AKOCTI Ha BULLE3A3HAYEHT 4 ol
BIANOBIAHOCTE 3 BUMOramu GMP, BCTaHOBABHUMK MiCLl g}jﬁ‘&éﬁynﬂmpﬁum opraHom, a ?aKO;‘TBapéHamsm e
crietidiKaLliit, 1o MICTATLCS ¥ peECTPpauiRHoMY ,u.ocz:ei-ﬂpo‘rmgonm supobHKLTEA, NBKYBAHH

nepel NAHYTO Ta BCTAaHOBNEHO BiuNOBIAHICTE GMP, & =

; i - cri
15. Npizsuwie Ta nocana ocobu, AKa suhana No3sia Ha BUAYC czag))/“f /7' o, :{osamena ocoba 3 AKo y o
16. Mipnuc ocobu, sKa sugana A03BiN Ha BUNYCK cepil! Ao { [FRTECEN 17. DaTta nl.qnwcaHHa/a(J ﬂfl.,/__ .
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Cygacni Gopayi 310pO8'%

. Hazsa npoaykuii:
. KpaiHa-eupobHuk:

B W N

. Cuna pii/akTuBHICTb!

w1

., Nikapcoka dopma’

. HoMep peecTpauinHoro noceiAyeHHs:

JlivicHuii Ha TepuTopil YKpaikv

TOB "AKM "®APMALEBTUHHA GABPUKA"
M, JKUTOMKP

CepTudikar cepii nikapcbKoro 3acoby Ne 27451

OVIMEKCU- XKoo

YKPAIHA

UA/5357/01/01

1 (hnakoH MICTUTh: aumeTuncynshokcnay 50 mn

piAHa AN 308HILIHLOTO 3aCTOCYBAKHA

Vkpaina, 10014, M, XKuTomnp, BY/. NlepMOHTOBCLKaA, 5, T. 48-11-31, T/dh. 48-11-28

6. Po3Mmip Ta THN NakyBaHHA: 1o 50 MA y (hRaKkoHax 3 MapKyBaHH#AM YKPATHCbKOKO MOBOIO

7. Homep cepii: 20425 Posmip cepii: 33250 wr
8. Nara supobHuurea: 04.2025
g9, [laTa 3aKiHUeHHs TepMiHy npupaTtHocri: 04.2028
10. Hassu, agpecu Ta HoMepw niueHsii BupobneHo,
BCiX  AinbHuub 3 BApOBHMUTBA
KouTponlo  AKOCT:

BKIOMAIONU NaKyBaHHA/MapKyBaHHs Ta KOHTPOb AKOCTI Ha AinbHWU 3

Ta pupobHuUTBa piaKMX Ta M'skux  nikapcekux 3acobis TOB KM “CapMalesTutHa
abpuka" 3a agpecor JFKUTOMUPCbKA 060, KUTOMUPCHKUA  panoH, c.Crannliiska,
syn.Koposibosa, 0.4; niuenzia N:AB 598036; csiaouTso rMpo artectauio ®©X1 Nel27,
caifouTBo npo arecrauilo MBI Ne227

11. Ceprudikartn sipnosiaHocTi GMP nns BCiX NinbHUUbL, HAaBEREHUX Y n.10: 015/2025/GMP

12. PesynuTaTu aHanisis:

Moka3zHukKn Bumorn HTA PesynnTaTu
onuc Be3bapeHa piguHa abo GesbapeHi KkpucTamm. [irpockoni4xni Bianosifae
TemnepaTypa TeepAHERHA He menwe 18,3 °C Bianosinse
OnTuuNa ryeTuHa 2 B 2 o o o fyro e inewe 0.20 Binosinac

B o6nacTi 8ia 270 HM 40 350 HM - BIACYTHICTD MaKCUMYMIB
CynposifHi ROMILLIKK He 6inbwe 0.1 % Bianosinac
InenTudikayis 3rinHo MKA 13 Biinoginae
PO34UHHICTD 3MiYETHCH 3 BOAOK P, eTaHonom (96 %) P Biinosinae
MikpobionoriiHa yucroTa 3ripHo MK N3 Bi,inoeinae
06'eM BMICTY YNAKOBKHU He meHwe 50 MA Bianosinae
YnakoBKa 3riaHo MK$ /13 Bianosinac
MapKysaHHs 3ripHo MK#A N3 Bianosina€
MoKa3sHNK 3anoMARHHSR Bin 1.478 no 1.479 1.4784
Bopa He Binbwe 0.2 % 2.02 %
BigHOCHa FycTuHa Big 1.100 po 1.104 1.102

13. KoMeHnTapi:

LinM 5 3aCBIAYYIO, W0 HaBejerHa BuUle iHhopmauis € AOCTOBIPHOIO Ta TOYHOIO. Lo cepito npoayKuli Byno supobnero
(BKAKOHEIOHN naKyBaHHﬂ/MapKyBaHHﬂ) Ta NPOBEAEHOKOHTPO/b i AKOCTI Ha BULLE3a3HaYeHIn AiNbHWUL Y NOBHIN
giamnosinHocTi 3 BuMoramu GMP, BCTaHOBAEHNMI MICLIEBNM PerynaTOPHUM OpTaHoM, a TakoX BiAMOBLAHO AO
cneundikauii, wWo MICTATLCA Y peechau,ix71HoMy}“,qocbe.aﬂpOToxonm 8UpOBHULTBA, NAaKyBaHHA Ta anarisis byno
neperasHyTo Ta BCTAHOBNEHO signosigHicTe GMP. | ?
15, Mpi3sulie 7a nocaga ocobu, AKa Bugana [03BiA HA BuAiyCcK cep

14. 3assa npo
cepTudikauin:

Ti 'na’éuosaxceua ocoba 3 AKocTi
17. fata nipnucannn: J& &

16. Mignuc ocobu, AKa sunana [O3Bin Ha BUNYCK cepiit 4
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Vm $ Hificnnii Ha veputopii Yrpaiuu
ﬁs p a TOB "OKn "GDAPMALIEBTUYHA DAEPHIKA"

pabpuna rmxia
Cyuacit popmynst agopos’a M. )'KHTOMHD

Ykpama, 10014, m, AnTOMUp, BYN, flepMorTosebKa, 5, T. 4B8-11-31, T/¢h. 48-11-28

Leptudiikar cenii nikapcekoro aacobv No 26370

1. Hazea npogyxuin AUMEKCUA-XK Db

2. Kpaisa-BupoSumuk: YKPAIHA

3. HoMep peecrpadiiinoro noceifuenns:  UA/5357/01/01

4. Cuna plifakTushicrs: 1 thnaxon MicTuTs, AuMeTuncYsiehokenay 50 mn

5. Nikapcuka gopma: pigkHa ans 3eBHiWHLOro 3acTocyBaHHRA

6. Po3mMip Ta Tun nakysaHHA: no 50 Mn y dinakoHax 3 MapKYNatHAM YKpaIMCLKOIC MOBOID

7. HoMmep cepii: 30225 Pozmip cepii: 12950 wr
8. Oara BUpoGHUL TRA: 02.2025

9. DaTa 3akiHueHHA TEepMIHY NpUOaTHOCT: 02.2028

10. Hazew, appecu Ta nomepu niueusit Bupcbnens, srnpuanyn NakysaHHA/MAPKYBAHHA Ta KOHTpomb skocTi wHa AlAbHugi 3

BCIX  AinbHUUeL 3 BupaBHUYTEa TA BUPOBHWUTEE PIAKUX Ta  M'akux Alkapcekux 3acobis TOB "AKIT "QapMauesTHYHa

KOHTPOAK  AKocTi: dabpuka" 33 appecoin HuToMupcLKa 0B KuToMupcokuii  paion, C.CTanuwieka,
BYN.Koponkosa, 64, niuensia N:AB 598036, cslgouTtso npo aTectauito @XN M127,
CBIAOLUTBO Npo aTecrauilm MEJ Me227

11. CeptudhikaTn BignasigHocTi GMP BAa Beix RinsHUUL, HaBeeHux Yy n.10: 015/2025/GMP
12. Pe3ynkTatu ananisis:

Nokazuuku Bumoru HTL, PesynbTaTu
Onuc BesbapsHa piauna abo Gez6apaHi Kpucranu. Nrpockoriuxuii Bianoeinae
TemnepaTypa TeepaHenHa He meHwe 18.3 °C Bignosinac
ommwsa rycraea e L -

B o6nacri gia 270 HM 00 350 HM - BIACYTHICTE MakcumyMis
KU enorHicTh g?oﬁeﬁlEp?:asgizinf::;S?'f;p:gi::d;:;ﬂ Apy AoA3BaHHI He Binse 5.0 mn Blanoginae
Cynposighi gomiwku He 6incwe 0.1 % Bignosigac
laeHTUdikauin 3rigHo MK$ N3 Bianosinae
PosuunnicTs 3mhwyeThes 3 Bogoio P, eTaronom (96 %) P Blanosinae
Mikpa6ionoriyua yucrora 3riaso MKA N3 BianoBinae
OB'eM BMiCTY ynakoeKu He meHwe 50 Ma Branoginae
Vnakobska 3rigHo MKS 13 Bifnosigac
Mapkyeauus 3rinHo MK$t N3 Bianoslaac
floxasznuk 3anoMaeHHa Bin 1.478 po 1,479 1.4784
Bopa He Guabwe 0.2 % 0.052 %
1103

BigHOCHA rycriMa Big 1,100 po 1.104

i n;l.
13, KoMmenTapi: i A —. ———
14, 3aABa npo  Uum 8 3aLsigysy, Lo HaBEASHE BULE iHdopMala & DGTOBIPHOIO T3 TouHOIO. Lo ‘.fpggenﬁg%ﬁgﬂ fmﬂ;r?oapmm
(BKNIOYBI0YY NBKYBAHHA/MEPKYBaHHA) Ta NPoBefeHd KDHTPOND if AKOCT] Ha BWLlezazH

ceptudikanlio: ; i HipaeR:
b BIANOBIAHOCTI 3 BUMoramu GMP, BCTaHOBNEHWUMH y‘lﬁle‘hﬂm PeryRRTOPHUM DRraHoM, a TakoX signosinHo 4

7 X d MUTEE, AaKYBaHHA Ta aHam3ie Oyao
cneundikallii, o MIcTRTECS ¥ geec*rpau'lmnomy g%,’}.n i Ol BUPOGHULTER y
NepernaHyTo Ta BCTaHoBNEHO BiANOBIAHICTE GMBS O 4 /
pi ;
]
£

;j'y 3 Ba 3 akocTi

T inHae 4 HoBa)XeHa ocoba 3 A

15. npisaume a nocaga GCOEH, RKa BUOana n0381A "a Hﬂ}lffgb? B i = rp

16, nip.l‘lHC ocoby, AKa Bugana Ao3sin Ha BUMYCK cepii: ¥ [/{ - 17 HaTa nignucaHHa ,é? ._‘;_ ,)‘aﬁb‘A
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