TOB «D3 «BIOLAPMAY»
09100, Yxpaina, Kuiscska 00nacts, M. bina Llepiaa,
syanns Kuincrky, 37

BO3BLL HA PEANISALLHO/CEPTHOIKAT CEPT] P

Nel 77/2024/UA win 754 0.

CTATORTI Y
5 g3 o
WS LY

HaliMenyBaHHs npoayKuii

THUMAJIH

Cratye npoavkui:

roToBui Jixapebkni saci6

Kpaina-supobuuk:

Vkpaina

Pecctpauiitiue nocsiguenus (PI):

Ne UA/2989/01/01, nie 6esctpoxono

Cuna pil/akTHBHICTE;

HE MCHILEG 1,5 MI B epepaxyHKy Ha nOainenTHaH

Jlikapeska dopma:

Aiodinizar JUis po3UMHY IS in’ eKkuii

Posmip ta THIT NAKYBAHKS:

5 turaxonis 3 niodinizarom y Gaicrepi; no 2 Gricrepn y nauui 3 kaprowy 3
MapKyBaHHAM YKPAIHCBKOIO MOBOIO

Homep cepii:

20124A2

Posmip cepil, onuunus sumipy:

6 061 naxysans

10,

18.01.2024

11

Jata pupobHuuTpa:

Hara saxinuenus repminy
HPUAATHOCTI:

Ko 012027

12,

Ha3ssu Ta anpecy BCIX HiNBHALS 3

Bl'lp06lvil-1L1TB’d Td KOHTPOIO SKOCTI:

BupoGuuurso (Brmoualons nakypanus/MapKyBagHs): ;
TOB «®3 «BIO®APMA» (Kuiscvka ofnacts, M. Bina llepxsa, symuns
Kuipenka, 37)

Kontposns skocti: piamin xowrpono skocri TOB «®3  «Biodapmar
(Kuincwvka ofnacts, M. bina Llepksa, ysmns Kuiscobia, 37); :
Hepxasna nayxouo-pocaiana saGoparopis 3 KOHTPOMO AKOCT AiKAPChKiX |
sacobis IV «IT'3 im. O.M. Mapaeesa HAMHY» (m.Kuis, sys.[lonyapeiso,
50)

Jlaboparopis 3 xourposo swocri Glonoriumkx npenmapaTis iHCTHTYTY
mikpoGionorii i sipyconorii im. [1.K. 3abostorsoro HAH Yxpaiuu

(M. Kuis, synuus 3abonoraoro, 154)

Ceprudixarn sianosignoeti GMP
T4 HOMepH NiueH3it Aa Beix
HiAbHULL, HABEACHUX Y
HONEPEAHbOMY TTYHKTI:

Jliuensis na supoGHULUTBO Nikapchkix 3acobin Ne 193895, cepis AE
Cainourso npo arecrauiio sianisy xourpono gkocri TOB «d3 «Biogapmar
Na 395

Caizourno 1po arecratiio Jepiuantol HayKOBO-A0CAAHOT Jaboparopil 3
ronrpomo  sxoeri  pikapebinx zacoSic JIY  «IT3 i Q.M Mapucens
HAMHY» Ne 410 i
Crinourso npo arecrauiio naGopatopil 3 KOHTPOMIO AKOCTI GioNOTIYMMN
npenaparis wengryty mikpoGionorit 1 sipyconorit im. JLK. 3abonoTHor
HAH Vkpainy Ne393

14,

Pesynerari ananisis:

Hageneni 8 ceprudiari ananisie Joaarox 1 no COIT 20-00-04
«Ceprihixar avaniziny - 10AaCTLES

i
|
i
i

YmoBH s0epiranns: B opurinamsiift ynaxosui ans saxucry sia ¥ caitna np rem nepatypi ue suie 25°C.
Tepmin npunarsoct] - 3 poxu,

Unm 5 saceimdyio, uo naseicHa suie indopmadis € LOCTOBIPHOIO Ta TouHO. Lo cepito npopykuil 6yno supofineno
(BIUHOUAIONH NAKYRAHHA/MAPKYBAHHA) T4 NPOBEUCHO KOHTPOsIL 1T skocTi Ha TOB «®3 «BIOG®APMA» y sianosianocri jio

Zitouol IoKyMenTanii,

a TAaKOXK BINNOBIAHO Ho crneundikauii, WO MiCTATHCS Y peccTpauiiiHoMy LoOChe. TI'poroxosnu

BHPOGHHLITBA, NTAKYBAHHSA T4 KOHTPONO cepil 6yJIo repenipeHo Ta BECTAHORNEHO BIANOBITHICT).

YropHosaxeHa ocoba 3 sikocri
TOB «®3 «(BIO®APMAY
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s

TOB «®3 «BIODMAPMA»

09100, Yieparua, Kuircuka ofaacrs. M. bina Lieprsa,

syanus Kuiseswa, 37 rea. (044) 277-36-10 :
Biaaia xouTpoa sioeti

CEPTHOIKAT AHAJIBIB N
B/0278/23.01.2024/UA sin ./f{%}’iy’g'@gﬁ/
THMAJH :

HaitmenyBauns npozxyiiii Jogiaizar pas posusny aas in'exuii

Crarye npouyxui

Lomep cepiy

Buypimuiit kon

Jara prnyceky npoy i

Tepuin npunaruocri 4o

ne mene 1,5 mr B nepepaxynry ua nosinenruan y haaronax Nel9 (5x2)

roToBME JKkapeLruit 3acis

2012442 Poamip cepii, omstimus smipy

6 061 naxypaun

B/0278/23.01.2024

2. Aoty

0] 2027

BunpoGysanus nposeacni sriano MICGE zo PIT Ne UA/2989/01/01. aminm

Halimenysanus
NORASHUKIB

Bustorn MK 1o PTY Ne UA/2989/01/01, axtinw

Pesyanraru
sunpobysaus

Mevonn roarpoaio

Onye

AMopdnuli nopotsok abo nopueTa Mace GO ad0 HLION 3
AOBTYBATHM BiATIHKOM KOALOPY

[Mopuety muca Siaoro
ROMROPY

Bisyanbia

Yae posunedis

He Gizbine 1 xsuanny

Menme 1 xs

3u 0.2 MK

Laewrndikauin:

XpoMaTOrpama sunpoGOBY BAHOIO posHHIy Mae PO, AoAIBHNI
B X ¥ ¥

- Tunanin A N i ‘) g JIOV/Eur Ph, 2.2.29
NPOOILTO XPOMATOrpasH POIHY NOPIBHSHIA (b) Bianoizae
o Nins 7 5 N 2 G . ¥ » . g 1 A ——— . s . P ) N
bioavzivna armusnicns Tpenapar TOBHEEN BLAHOBMOBATH w0 PYK (pusetroyrsopoionms Himioniae o 113 MICS
KAITHNY, SIMOKCHE 1T BIEMBOM (DISTICHBY
- Nodinenmudu Xapakiepna pedsuis Bianosigac 3an.d MKS
= Sy wvinelnosux ; Binosijnae . - :
wucaom Xapakrepna peaxiis g 3u n3 MKH
RUCHE
- oo Napakrepha peaxits Bianonizac 34 0,3 MKSI
- Qocamudueaeymn XapaxTepHa peakilis i Bagyd MES i
I Ha xpomarorpasi sinpodusysatoro postnimy vac yIpusands Bianonsinac
~ Iniyun Luwtrpodieninzenaro noxianoro raimary mac sianosinaTe vacy JIOY/EurPh, 2229 |
; : ; "y : [ Ph, 2229 !
YTPHMAHN BNITPOGEHINLIOTS HOXIAHOrO FiLMHY Ha XpoMaTOrpaMi 1 ]
pO3uHHY HOpisHsHug {b)
Hpo30opicys posunRy Ylposopyii a0o 33 CryieHeM OHAIECHCHIIT HE NICPERUINYC eTaIon 1] Tposopuit NOY/Eur.Ph, 2.2.1

Cryring 3adapsacHua
posumiry

He inrencusiime eranony Y,

He hrencnpnime Y

JDY/Eur.Ph, 2.2.2

pH 5260 3.4 AOYiFurph, 223
Lnnx He Ginvure 0,35 % Meuie 0,35 % AbY 24NT
f&’ﬁ‘éiﬁfﬁﬁ' i He Ginwwe 6.0 % 12 % ADY/EucPh, 2,282
Quautopizmicrs macn He Giabuie 280X IMAMBIAYRALIIN MAC MOXKY T BIANANTHEA BIA . ; e . g
CEpeARBOT MacH Binbire s Ha 10%, Tpi oMy wOa IANB Ry Ha Bianosizae AdY/EurPh 295
MACH HE NOBHANE BUDIITHCH Bij cepeinnol Mach Gidpe ik ta 20%
E‘::\fﬁ;t’){:one&\ i He Ginvme [0% 60 % ADY/EurPh, 2.2.25
Mexaniuni srmovers: TIpenapar Mac BITPHMYBATI BHMOTH. Bianoninac JdY/Eur.Ph. 2,920
- Budusi vacmgu Maiors Syti npaktuune sineyni, -
- Hesudusi uacmsi L0 sties 1 Bisbine ~ ne Giabiue 60007 dnakon 65/ a. AGY/EurPh, 2919 |
25 mrm i Gianme - ue Glanime 600/ duakon A L :
Barrepianbni eHA0TOKCHHNY Meuize 5.83 MO/Mr Menue 5,83 MO/Mr JIOY/Eur.Ph, 2.6.14
Crepunuiicrs Crepuasini Crepuanupil NOYIEur.Ph, 2.6.4

Kinnkicne pusiauenns:
- loxinenmudu

- Qocdop

He meme 1,5 sr/gaakon

24 wmr/ ¢

JDYIEurPhy 2225

He meHwe 35 mer/ oaxo

36 i/ g

HbY/Eur.Ph, 222§

3an.14.3 MKt

- Bioaocima axnsuenicnin Binwonmoe wncao PYK e memne, win na 40% 44 %

- Dniyun 0,017 - 0,023 v/ daaxon 0,020 /¢, ADY/EurPh, 2220
MapkyBsatun Busmorn MK o PIT No UAZ989/01/01, 3stinu Bianosiznac 3riane MK
Flaxysatss Bunmors MIKCS o PIT Ny UAZ2989/01/01, asisn Bianosinac Brigno MK

Cepis BUrQTOBjICH 3 CHPOBUHM, AKA OACPKEHA 3 PErTONIR, RULHIN HiA NPIOHIHK THPeKLTL

Ynosu 3depiranss: B opirinansiiil ynakosui 4 3axucty pia aif cpitin AP TOMAIRPATYPE HE Bt ZSQC‘Wﬁngb§?9Q31t>c~z-i - 3 puks
Bucuosok: 3pasku sianosinaiors Bumoram MICSI o PIT Nu UA/2989/G1/01, amivu 3a HABE ﬁ%w;gmm;l_lfhp” ATHUIAMY
Pesyavmaniu cimocyionscs npomecmosanozo spaska i Moy Gy CRUMPUNOILGEANT HA YIAY Cepiio 3 ¥H R 0]

Cmamye [locaga 1115, iy Hama
Pospobaeno: [raxenep 3 akocti bonoban 10.8. ' e

P 7. 8 4075

Hepesipeno: Havanbunx XJ1 BKA Kyunneun T.C. 9 L P

e : SR OE ity

Pedaryin 3

Aodamor 1 00 COII 20-00-04 «Cepmudicam ananisian
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TOB «®3 «BIO®APMA»
(*nopa nazsa TOB «®@3 «CTALAY)
09100, Yrpaina, Kifsenka 00aacrs, s bia Hu;)l\llcgf

.{9
e

JO3BLI HA PEAJIZAUIO/CEPTHU®IKAT CEPL

M086/2025/UA win 4408 02T

sy Kitiseoka, 37 A

1. HaiisenysanHs npoay Kl THMAJIIH
2. Craryc npoaykuii roTOBRI JIKapeekiii 3acid )
3. Kpaina-BHpolHiK; Yxpaiua
4. | Peecrpaniise nocsiavenns (PI1): Ne UA/2988/01/01, aie BescTporoso ] )
S, Cuna aitfakrusHicTs: He MEHIE 1,5 MI' B Nepepaxynky Ha noainenriym
[ JHkapebra hopma: stoQinizar Wi oMY A ekl s
7.1 PoaMip Ta THI NaKyBaHuS: 5 uraxouin 3 sodinizarom y Saicrepl; no 2 Saicreps y navi 3 waprouy
MAPKYBAHHIM YKPATHCLROIO MOBOIO
8. | Howmep cepil: 90824
9. | Po3mip cepil, oauumLs BUMipy. 6 568 nakypats
10. | Harva supoduuirsa: 12.08.2024
1L, | Jlara sacisgyeuns Tepainy no 08 2027
T O T ;
12, | Hassn ra aapecn BCIX AlnbLHHIL 3 BupoGiuirso (BRIOWHOMH DKy BAH A/ MAPKYBIHHS):
BrapodHHITEa Ta kowrpomo sikoeTi: | TOB «®3 «CTANA» (Kufscsxa ofwactb, M. Bina Llepxwsa, sy
Kuincnia, 37) i
KonTtpons aiocti: Binain kourpomo axocti TOB « D3 «CTANA» (Kuiscnka
otnacrs, M. Bina Lepkpa, synuua Kuisenka, 37)
13. | Ceprudirarn gignosinnocti GMP | Ceprudikar sixnosianocti umoran GMP: Ne 106/2024 /GMP
Ta HOMEPH Jiuensiy ain Beix . ; - . = . _
ili!'lbliHLl’l HABESCHHX ¥ Juensis na prpoGuunrso Aikapebrux sacodin Ne 193895, cepis AL
N 3] 4142 e § v Fi % s Py !
- s EEEA ~ Cuiaowrso npo areeraubo siuniay koHTpomo skocri TOB «d3 «CTAHAY ¢
HOMEPEAHBOMY ITYHKT]
Ne 583
14. | Pesyavrary ananisin: Hareneni s ceprudirari ananizis Hoparox | go COIT 20-00-04
«Cepridixar aHajizign - HOHAETHCH

Yaonu 30epirauna; B opurinanenii ynakosui ang saxucty sin aif eitna npyu temneparypi ve suuie 25°C.
TopMmin npraaTHocTi ~ 3 poxu.

Ll 5 rsepipkyio, 1o Hapeneda suie indopMatin ¢ focTosipioo ta tounoo. L cepito npoiyxuit Syno supobneno 1a

nepesipeno y RianoBinvocri 1o Aiuol

npakrisiy (GMP). TTporokosis supoGuuITBa, nakyBaHHa Ta KORTPOIo cepil Oyio nepesipenc 1a BCTanoBAEHO BLANOBIATICTY,

*TOB « @3 «BIODAPMA» 10.09.2024 p. aninnno vassy sa TOB «

Yuosuopasens ocolz 3 axocri
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TOR « D3 «BIODAPMA»

{(*nosa naipa TOB «®3 «C
09100, Yrpaina, Kuipeska o0aacTh, M

pyamia Knfacoxa. 37 rea. (044) 277-36-10
Bigaisn KoHTPONIO AROCTI

FALAR)
. biga lleprsa.

e,

23 * 040
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«
i

Flafiseryaais npoayKiii

Crirye npuay ki

Hoaep cepii
By rpiusnidh ko
Flara pruyeky npoaysuil

Tepsin UpRARTHOCTI A0

CEPTHMINAT AHAJDBIB

\ iy i 7

No B/O474119.082024/UA nin T
THAMAJHI

JHogiaitat 4an po3umsy A

¥ i '
8 ZGEST

i crndit

Ve Uon
\ﬂb&%@l@uxfﬁﬁ%

W Ja %

we siewine 1,5 ar g nepepaxynry ua nosduenruan y duiaronas Nelf (5x2) y Gaierepad™

rororiii Aikapeniit s0ei6

90824 Doauip cepil. oaummng Bhsipy

6 568 nakysaub

08 2027

BunpoGysauns nposejieni arino MK ao PT1 N UA/2989/01/0 1, 3mins

Haitaenysanun Bratorn MIS e PITNe UAZ2989/01/01, mefun PesyanTata Meron KOITRoA0
HORWIMHKIB sunpolysins
Ointe Axopihril noponiok abo opHetd Maca Ginoro ado Ginoro 3 Flopiera saca Giznoro Bisyaisno
f JKOBTYBATHM BIATTHIQM KOARORY ROABOPY

HaC posUHECHER

He Giaviie 1 xarogun

Menme | xp

Ja 1.2 MK

Laesrsdisania:

Xposarorpasa BHIpodony BAOIG PO MAC fipodsiae, noaiGusii

- Bloaoaivig
armneicns*

- Tasaain ; ; " OY/Eur.Ph, 2.2.29
- rpodizo XPOMATOTPAMIL POIHIHY ROPIBIANIY b) Bianosinae oy g
- Dioaaciang [Tpetiapar nonunen pijsonaonaTi tneio PYK - 30113 MKCH
awmeicnn (POICTROYTBOMIOIOHIN IGITIIY, BHIUKEHE NijL BITIHBOM TIuiieHiy ) N
® AT " LI H 11 H i £
Hoaminenmuon Kapaxrepta pariis Bianosiiae Jan.3 MKSL
- et nyRACTHORI , ; Bianoninae .
ml}“_l()m - " Xapaxrepita peaxiis A Fa n.3 MICH
. 34 1 {9 i A I%
i —— Xapakrepita peakitin Bimnosiang 3a .3 MK
T Bijutoninae Fa 1.3 MK
- rochamudn-aeigtit XaparrepHa prakipa ¢ & -
o Ha xporatorpani sHIpoGusYBAHOTO POTIMY HAC YTPIMAHNRA Bianonizac
- uiiTpodENiTbIOro NOXIIHOro i Mae BLAnORIARTI HReY NOY/urPh, 2.2.29
VIPHMAHIS AT TPOPCHIIMIONe NOXIAHOTO FAILUIHY HA RSy s
Xposarorpasi pousnty nopinustys (b)
1Iposopicts posunny Tiposopiii ado 3a cTyneney onaecUeH ne nepesiitye evazon 11 TIposopuit JEDY/Eur.Ph, 2.2.1
Creyprings salapnaenng He iwrercunuime evaaony Y He ircHcHaHine 3a JOY/Ear.Ph, 2.2.2
OO etason Y4
52060 5.4 JIOY/Eur.Ph, 2.2.3
He ianie 0,35 % Menme 035 % JLOY. 24N
He Giswe 6,0 % 1,7 % - JIOV/Eur.Ph, 2.2.32
,‘nv.p;;nxit"ﬂ' ninett Tl BLALIIE THOY BTHEVRILILIX MAC MOEKYTL BLAXIISTHCH Rijt . .
cepeanbol MucH Giabtie Hin Ha 10%. Tipi oMy koaud Bitaonliae ApyarPh, 2929
THAMBEYARHA MACA HE NOBRENA BIAXHANTHCA BiA cepeantol Macn
Ginnie niw va 20%
BHCOKOMOIEKY A . . o . .
oMINIKH He Ginnne 10% 5,0 % ADY/EurPh, 2.2.29
Mexanisi Brinonenss [Ipenapar Mac BITPHMYBRTH BHMOTH, Bianoninae JIOY/Eur.Ph, 2.9.20
- Buowsi wacmu Ma10Th GYTH NPaKTHYIG BIACYTIH,
« Heauousti yacmyu 10 Miens 1 Binpiue ~ e Siapne 6000/ daarosn 125 / o JADYiEurPh, 2.9.19
25 wieM | Bisbie ~ ne iantie 600/ duakon 1/,
¢ harrepioanti enaoToRcHin Menme 5.83 MO/wr Mewue 5.83 MO/ HADY/EurPh, 2.6.14
- Crepuannicrs Crepuannuii Creprmnin JIOY/Eur.Ph, 2.6.1
Kiapiicnic mpnaienn,
- Noginemwnudu He senue 1.5 mi/Qaakon 2,4 s/ o by BurPh, 2225
- docdop He stenute 35 axr/ daaxon «LL,M ur. NdY/Eur.Ph, 2.2.25

Bianosmoe weno PYK ue Merwme, nix na 40%
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3an.14.3 MK

0.017 - 0,023 v/ paaxon

JIdY/Eur.Ph, 2.2.29

Pedaryin 4

Hodamox 1 0o COIT 20-00-04 «Cepnnedixant anarizie»
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< ' ¥ TOB «®3 «BIOGAPMAN
o ”E‘” AT ; (*wopa nazea TOB «@3 «CTAAAR)
i 09100, Yipaina. Kufsebka obaacts, s bisa Lepksa,
yamus Kutsenka, 37 1en, (044) 277-36-10
Binaia konrposo arocTi

Maprysami Brsstory M a0 PUTNe UAZ2989%/01/01. saiun Bianoriaae Jrinie ;\-11’(3 _
Taxysauns Busorn MKSE o PH No UA/2989/01/01, suinn Binnosisac riane MK

Cepia BIrOTOBACIE i3 CHPOBHHI, KA OAepIAA 3 perionin, sinsiiy i apiomsiy indeuiil.

Vatonit s0epiranin B opirinasmeuill ynaxosu 1t gaxiety sia aif esivaa api remncparypi ue uuu’x;f} "?gaii{gpxxilx HPHANTHOCTE — 3 paKi.
. t » By v . o 1 o S,
Biewosoi: spaycn sianosiuuiors sivoray MK xo PIENe UASZ989/01/01, sxiun 3a HABE/EHY ‘:_uﬁ%}%gs‘f"ﬁ’li‘ﬁw R

m)a[ﬁsjkwm HIHHLX HOPM.

Pesvasmamit CIROCYIOHLCR BPOECIOSANO0 IPAIRA § MONCYIY GYIIE CRCIPINOALOSTNE Ha 11y 154 ,,f;i? Pl

Cmamye Hocada {.Lh. 7o o8 S Tidlye Hama
P T 0 5 P %3
Pospobieno: crapuii lrkenep 3 aKoct Bonotan 10.B. :\K & [/ A /@«'
I KR’/ WaT W
[epesipena; navaasm BKS Caarao AM. 5 o

Pedaxyis 4

Hoowmoi 1 00 CO 20-00-04 «Cepinghinarn awwiizion Cropivkia 25 2
#TOB « 3 «BIOGAPMA» 10.09.2024 p. ssinao nassy sa TOB «®3 «CTALA»

«* Pianonino o Moera MO3 Ne 24-04/6390/2-25 nia 24,02.2025. Jlepwaireays6a aser N2759-1.1/4.2/17-25 vin 10.03.2023
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