< Olg ®-02-K51-01/1
= 2 NMPUBATHE AKUIOHE®HE TOBAPUCTBO "®ITO®APM"

fOpuanura agpeca: 02092, m. Kuis, Byn. AnmaTuxcbka, ByamHok 12
renezhou: (044) 390-52-91

CEPTU®IKAT AKOCTI Ne 142-KI gin 09.09.2024

1. Haasa npoaykuil Medrenaminona kucnoTa
2. flikapcoka hopma rabnertm
3. PO3Mip Ta TUMN NAKyBaHHA no 10 tabnerox v Gricrepi, no 2 BaicTepy y nauui 3 KAPTOHY 3 MapKYBAHHAM yKPEATHCLKOIO MOBOIO
4. Cuna gii / akTUBKICTb 1 rabnetka mictaTs medeHaminosol knenot 500 mr
5. Homep peecTpauidHoro nocBinYeHts UA/7138/01/C1 Tepmin Ail HeoBMexerui
8. Kpaina-supobig Yrpaina
7. Homep cepil 210824
8. Poawip cepil 3490 dhacosok
9. [ava supobruyrea 05.09,2024
10. Nara saxinuenns Tepminy npuaarrocyi  01.08.2026
11. Agpeca aineruui 3 BupoBruuTsa 37500, NonTtascska 061, M. Jlybwy, syn. bapsinkosa, 6y4.16
12. };:&espﬁﬁt‘;?" AinbHAYT S Niyenain va sup I6RULTE0 113 cepin AB Ne598075 sia 21.01.2014 p, Ne106
13 Agpeca ginbhuui ceprudikauii 08303, Kuipchke 061., M. Bopucnine, syn. Yymaueka, 6ya. 17

14 Howmep nilenail AinbHRLI cepTudikauii  flilenais sl 15.11.16. (6/n),Cepruchikar ISO 8001:2015 NeHU12/6480
15 Pesyneraty axanisis:

Ne HaltMeRyBaHHA NOKAZHUKIB Bunmoru HTH Bff,fgfé’;;;ﬂ.,

ileawe TabneTku, CIpysaTo-Binoro KoNLopy 3i 3erka KosTysaTum 260 seneHysaTum

av N . ; ignominae
BinTIHKOM, BUACBXEHOT (DOPMY, ABOONYKN), 3 PUCKOK ANS NOAINY. BIaNOBLY,

2 llaenTudikauis

YripTpadioneTosuit cnekTp NOrfnHaHH: OTPUMEHOTO PO3UUHY B obnacri sia
2.1 {MederamiHoBa kucnoTa 220 M 3o 400 an NOBMHEH MATY MAKCUMYyMU NPY QOBAMHEX XBUL (279+i- 2) sianogipac
HM i {350+~ 2 ) 4m.

Ha xpoMaTorpa di BUNpoBOBYBAHOrD POYMHY OTPUMAHOT NPt BUIHAYBHHI

2.2 IMetenamiHoBa kucnoTa CYNPOBIAHUK AOMILLIOK, MAE BUABNATUCH OCHOBHA NnsAima Ha pigHi nnAMn Ha pignoginae
XPOMATOrPaMi [OIUURY HOPIBHARHS.
2.3|NoxiaHe auderinamivy Peakuis 3 0,1 r/7 po3unHOM HaTPito HITpaTy P, 3'aBrAeTbCA CUHE KinbUe. signosinae
3iCepegHs maca Bin 0,665 r 00,720 ¢ 0,697 r
BigxuneHHs B ~aci OKpEMUX TabNeToK AONYCKAETRCs B Mexax +-5 % i
410aHopigHicTs Macu cepeaHboi mace. Tinbkv asi Macy 3 20 MOXKYTh MaTH BIAXUNEHHA Bif +13%:,-09%

cepeaHbol maca Binbiue 5 %, ane e Ginbwe, Hix BABIMI.

TabneTky BUTP AMYIOTh BANPODYBAHHS, SKILO He Dinblue oaHiel
iH4UBIAYANEHOT MACH BUXOAUT 3a MexXi 85-115 % sig CepenHboi macy.
TabneTku He BETPUMYIOTh BUNpoBYyBaHHS, KO Binblue odxHiel

i { & 0,
S| OaHopiaHIcTs Mack ARGXTDROBHRAK iHAVBIAYANbHOT MACK BUXOAUTS 3@ BUBHAUeHI Mexi alo AKWO oaHa 95,5-106,7 %
iKAMBIAYaNbHA Maca BUXOAUTL 33 Mexi 75-125% Bin cepeaHbol Macu.
(Aoy*.cr."Tabretn").
- Mac signosigaty Bumoram TecTy [BY* 2.9.40. AV </= 15 3a snicTOM . 9
6 [OaHOPIQHICTL B030BAHKK OAUHILb MedbeHaMIHOBG KMCTIOTH. Bignosigae
7 |PosnagaHHs He Binvue 15 xa, 3 xB
812,3 - QumernnaHini He Ginbue 0,07 % (100 ppm). Bianogigac
9|Cynposinti foMiwKy Byas-akoi gomiuxy He Sinbwe 0,2 %. menue 0,2 %
10 |PosuutienHn Bignosinae sumoram JOY*, 2.9.3, npn Q=75%. gignogigae
11 {Mikpobionoriuna uucroTa: Ne 88
3aransHe 4nucno aepobHux . :
t . A .
11.1 Mikpoopraniawis {TAMC) KpuTEpii npuiRTHOCTE 1043 KYOIT, meHwe 10 KYOIr
7, SATATIRHE SVONO- RRKLKORIN TR kpuTEpil NpuikeATHOCTE 10 A2 KYOIT, mMexme 10 KYO/r

nnicenesux rpubis (TYMC)
1.31E. coliB1r He AONYCKAETbIs He BUMABNEHO
12 |KinbKicHe BUSHAYSHHA.

Bmicr MedenamiHosol kuenot s 1

2.4 rabneTui, y nepepaxysky na cepeanio  (Bia 475 mr go 325 mr 497 mr
macy TabneTxu

13{Ynarkoska 3riaro MKA a¢ peecTpauiiiHoro nocaiguerHs, 3i amidamy. Bignosinac
14 {MapkysaHHs [ogaeTbes. signosinae

BucHosok. Ilepesiperui 3pa3ox npoaykuil sianosigas Bumoram MK g0 peectpalyifivoro nocsigyenHs Ne UN171§9/011’01, 3i amiHamu.

10 BepecHn 2024 p.  Hauanexuxk BK Monomapenrxo T.B.

3anBa npo cepTudikaio

Lilan 5 33CBIGMYIO, L0 HaBeAEHa BULe inbopmanin € JOCTOEIPHOIO T TOUYHOK. Lw ce
/MapryBarHs) T8 NPOBSASHO KOHTROML i AKOCTI Ha BULLIE3B3RAYEHIR AlnbHMLEY NOBHI
MICLEBUM PErYNATOPHUM OPIrancM, 8 TaKOK BIANOBIAHO A0 caeludikauilh, uo MicTaTb
NaKyBarKa Ta auanisis Syno nepernsawyTo Ta BCTAHOBNEHO ganosigHicts GMP.

0 {BKNIOYEAIOMY NAKYBAHNA
P, BCTaHOBIIEHUMN
POTOKON BUPOBHULITEA,
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NMPUBATHE AKUIOHEPHE TOBAPUCTBO "®ITODAPM”

IOpuaunyna agpeca: 02092, M. Kuis, Byn. AnMartuHebka, ByauHok 12

Tenedon: (044) 390-52-91

CEPTU®IKAT AKCCTI Ne 147-KN Bipn 16.09.2024

. Hassa npoayxuif

Methenamidopa kucnova

©-02-K53-01/1

. Nikapceka thopua

TabneTku

. Poamip Ta TN nakysarnst

1o 10 TabrieTok y Gnictepi, no 2 6ricTepn y nayli 3 KApTOHY 3 MAPKYBAHHAM YKPAIHCHKOK MOBOIO

. Cuna ali / axTuBHICTb

1 rabneTia miCruTb Mebenaminosol kucnotv 500 mr

. Homep peecrpauifitoro noCsig4eHHs

UA/M7139/01/01 TepmiH gil HeodMexeHUi

. Kpaina-Bupobiux Ypaina

. Howep cepii 220824

. Poawmip cepil 3 500 (acosok
. Nara supoBHuuTsa 04.08.2024

. Hara sakinvenHa tepuiny npuaarsocti  01.08.2026

. Agpeca ginbHuui 3 BupobrayTea

37500, Montasceka oBn., m. flySHu, Byn. bapsiHkosa, Bya. 16

Homep niueHsii ainbHuui 3

) : ) s .
12. BUPOGHALTEA TiueHain Ha supoBrauyreo N3 cepin AB Ne598075 sig 21.01.2014 p, Ne106
13 Agpeca ginuhnui ceprucpikauil 08303, Kufecbka 0051, M. Bopucnink, yn. Yymaubka, bya. 17
14 Homep nileHsit ainsHuui ceprudbikauii  Niuensis sig 15 11.16. (6/n),Ceprudikar ISO §001:2015 NeHU12/6480
15 PesynbraTh ananisis:
o : Pesynbrati
o a
N HaiMeHyBaHHA NOKA3HUKIB Bumoru HTH sunpobysanb
olomne Tg6peﬂ<m, c1pyaaTo‘6moro KOMbOPY 31 31erka KOBTYBATUM aﬁokseneHyaamM Bianosigac
BIATIHKOM, BUJIBXEHOT (DOPMUK, ABOCNYKI, 3 PUCKOIO ANA N0AINY.
2 |lnenTudikalis
YnbTpadioneTesuiA CRekTp NOMMHARHS OTPUMEHOTO PO3YKHY B oDnacTi sy
2.1 |Medenaminoa Kuci1oTa 220 Hi 20 400 HM NOBUHEH MATVN MAKCUMYMU AIPY AOBXMHAX XBUNb (279+/~ 2) Bignosinae
HM | (350+/- 2 ) Hw.
Ha xpomaTorpzMi 8NpoBoBYBAHOrD PO3UUHY OTPUMAHOT NPY BUIHAUSHK
2.2 |MedenamiHoBa KMCNOTA CYNPOBIAHUX ACMILLOK, MAE BUSIBASITUCH OCHOBHA NNAMA Ha PIBHI nRAMK Ha signoginac
XPOMATOrPami posyuHy NOPIBHAHHA.
2.3{MoxigHe Anderinaminy Peakuis 3 0,1 .0 POIYNHOM HATPIK HITPATY P; 3'ABNAETLCA CUHE KiNkLE. signonigae
3|Cepeans maca Bin 0,665ra02,720 ¢ 0,698 r
BigxuneHHs & mMaci OkpeMux TabneTok 40MycKacTees B Mexax +-5 % sig
4|0nHopigricTy Mack cepeAnsol Macs. Tineky A8 Macy 3 20 MOXYTE MaTV BIAXANEHHA BiY +1,3%;-08%
cepedHLol Mac Binblue 5 %, ane e Binblle, HiX BABIYL.
TabneTkn BUTEUMYIOTS BUNPOBYBaHHS, HKWO He Binbwe opHie
HAUBIAYANLHOT Mack BUXOANTL 3a mexi 85-115 % sig cepenrbol macu.
- TabneTkn He BATPAMYIOTb BUNpaBYBaHHs, AKuo Binklue oaHiel D
5|ORHOPIAKICTL MACH ABOX NONOBUHOK HAMBIAYANLHO™ MaCK BUXOGUTE 38 BU3HadeH! Mexi abo sxwo onHa 91,1-111,1 %
iHAMBlAyansHa Maca sBuXoAUTE 3a Mexi 756-126% sia cepefHLol Macu.
(AdY*.c1."TabaeTkn"),

i i Mae signosigaru sumoram Tecty [OY* 2.9.40. AV </= 15 3a smicToMm . N
610aAHOPIAKICTL A030BEHUX OQNHIALL ME(EHAMIHOBET KHCAOTH. Bignosigac
7 {Posnaganns He Binwle 15 <8, 6 xa
812,3 - Qumerunaninis He Binbie 0,07% (100 ppm). Bianosigae
9 CynposiaHi fomilxm Byab-skol gomiwky He Ginblie 0,2 %. meHule 0,2 %

10{Po3unHeHHs Bianosiaae suworam 4oOY*, 2.9.3, npu Q=75%. signosigac
11 {Mikpobionoriuna uucTora: Ne 86
3aranbHe YHeno aepooHux ’ . . DA o
1.1 Mikpooprasiamia (TAMC) kpuTepit npuitkaTHocTi 1043 KYO/r; mene 10 KYOIr
- |38rasisHe YuCno APKANKOBUX Ta ) S NPON
11,2 nnicenesux rpudia (TYMC) kpuTepii npuirxaTHOCTI10 42 KYO/r. menue 10 KYOIr
1.3|E. colis1r He AONYCKaeTECA HE BUABREHO
12 {Kinbkiche BUIHaYSHHR!
Buict medenaminoBol kuenoTn 6 1
(2.1 |taBneTuyi, y nepepaxyuxy Ha cepefrio  Bin 475 mr po 525 mr 4988 mr
macy Tabnertku
13{¥Ynakoska Brigro MKS 49 peecTpauifiHoro nocBiAYeHHR, 3i amiHamu. sianosinac
14 |MapkysaHus [ogaeTsCs. Bignogipae

Bucrosok. Mepepiper 3pasok npoaykuii sinosiaae sumoram MKA Ro peectpauiinoro nocsigueHns Ne UA/17139/01/01, 3i aminamu,

g

3anga npo ceptudiraliio

Lina 7 33CBIRUYI0, L{O HABEARHS BULLE IHOPMALIR € A0CTORIPHOIO Ta TouHoM. Lo ce 1+0 % AYKL >
/MapKyBaHHsa) T8 NPOBEABHO KOMTPOnb 1T AKOCTI HA BULLE3A3AAUEHIR AINBHILE Y NOBHI st Mbingt R
MiCUEBUM PEryNRTOPHIM OPraHoM, @ TaKOX BiNOBIAHO 40 creyundikauii, Wo MICTATLARSY » CTQ_Q‘Q' o]
nakyBaxHs Ta aHanisis Byno nepernsinyTo Ta BCTAHOBNEHO sianosiaHicTs GMP.

17 Bepecis 2024 p.  Hauaneuuk BK
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MowomapeHto T.B.

0 (BRAMAIOUN NAKYBAHHSA
P, BCTRHOBNEHUMNI
POTOKON BUPOBHULUTEAE,
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®-02-KA-01/1
MPUBATHE AKLIIOHEPHE TOBAPUCTBO "®ITODAPM"
HOpuaudHa agpeca: 02082, m. Kuis, Byn. AnmaruHcbka, bygunok 12
Tenehou: (044) 390-52-91

CEPTU®IKAT AKOCTI Ne 149-KI Bip 16.09.2024

1. Hassa npogyxuil Medenamivopa kucnora
2. Nikapcoka dropma Tabnerku
3. POamip 7a TUN nakysanms 1o 10 Yabnetok ¢ Gnicrepi, no 2 Bnictepn y nauui 3 kapToHY 3 MAPKYBAHHAM YKDEIHCLKOK MOBOI0
4. Cuna gil / akTusHicTs 1 rabneTka micTTo medenamitosol kucnotv 500 ur
5. Howep peecTpagitioro nocsigueHHn UA/17139/01/01 Tepmin Aii HeoBmexeHni
6. Kpaina-snpoBruk Ypaina
7. Homep cepii 240824
8. Poswmip cepif 3510 thacorok
9. fara supofinuyrea 09.09.2024
10. [aTa saxiHugnHs Tepminy npwaatrocti  01.08.2026
11. Appeca Ainbhnui 3 supoGHuUTBa 37500, Nontascoka o6n., M. JlyBru, Byn, Bapeinkosa, Gyn.16
12. QS;D?H?E;H:" AlRBHILI 3 TNiueHsin Ha Bup6HUGTBO J13 cepist AB Ne598075 sia 21.01.2014 p, Ne106
13 Aapeca ainoruul ceprudikayil 08303, Kuisceke 0611, M, Bopucnine, syn. Yymaubra, 6yg. 17

4 Howmep nigeHsii AimsHui cepTudikayil  Mivedsis sig 15.11.16. (6/H);CepTudikar SO 8001:2015 NeHU12/6480
15 PeaynoTary axanisis:

Ng HafiMeHyBaHHA NoKasHuKiB Buwmoru HTO, Bi?g:é’;:;:b

110nue TabneTkuy, CipyEaTo-Binoro KoMbopy 3i anerka xostysaTum abo senexysatm

. . : . ipnosinae
BifTIHKOM, BUAGEXEHOT (hOPMUA, ABOONYKIT, 3 PAUCKOK ANt NOAINY. BlanosiA

2 [ipeHTrdikatlin

YrsrpadioneTasuii CNekTp NOrMUHAKKS OTPUMAHOTC Po3uuHy B 0BnacTi BiA
2.1 [Metheraminosa rucnora 220 H 40 400 s IOBUHEH MaTi MAKCUMYMI NPK LOBXKUREX XBUML (279+- 2) Bignosinac
HM i (350+/- 2 ) 4m,

Ha xpomatorpa vi BUnpoBosyBaHoro po3unHy OTPUMAHO! NPN BUSHAYEHH

2.2 |MedeHamiHoBa KACIOTE CYNPOBIAHIX LOMILIOK, MAE BUSBNATUCR OCHOBHA NNSiMA HA PiBHI NnamMn Ha gianosinac
XPOMATOrpami FOMMHY NOPIBHARHS,
2.3 Noxinxe andexinaminy Peakuis 3 0,1 r/7 po3unHom HaTPilO HITPaTy P; 3'ABNSETECS CUHE KiNbLe. signoeinae
3{CepeaHs maca Big 0,665ra0(,720r 0,697 r
BifxvMnEHHN B t:aCi OkpeMuX TaBNETOK A0NYCKAETHCA B Mexax +-5 % Big
410aHOPIgHICTL MacK cepeaHsoi macn. Tinbiy ABi Macy 3 20 MOXYTb MATY BIAXUIERHS BIj +22%;-16%

cepeaHbol Maca Binbuwe 5 %, ane He Binowe, Hix BABMI.

Tabnetk suTRAMYITe BUNPODYBaKHS, AKWO He Binblue oaHiel
iHausigyansHol Macu BUXOAMTL 3a mexi 85-115 % sia cepeAnbol macy.
TabneTtiu He BuTPUMYIoTE BunpoBysanHs, skwo Ginble oariel
iHAMBIAYaNLHOT MECK BXOAUTE 3@ BU3HaUEHi Mexi abo AxWO oAHa
iHaKBiAyansHa vaca BUXOAUTe 3a mexi 75-125% sif cepeanbol mach.
(floY* cr." TabneTin").

Mag BignosigaTtu sumoram Tecty JOY* 2.9.40. AV </= 15 3a smicToM

5]OaHOPIAHICTE MaCK JBOX MONOBUHOK 92,2-109,6 %

OaHOPIRHICTD ACIOBARNX ORMHULD

8 MeeHamiHoB KUENOTH, gianosiaac
7{Poanapants He Binbwe 15 x8. 5 x8
812.3 - [lumeTtunaninia He Binsie 0,07 % (100 ppm). Bignogijac
g{Cynposinui qomiwkn Bysb-sikoi gomiuxku He Ginbwe 0,2 %, MeHwe 0,2 %
10|{PosunHenHs Bipnosigae sumoram AOY* 2.9.3, npu Q=75%. Binnoginae
11 [MikpoBionoriuua yucrora: No 89
3aransbre Yueno aepobHnx ‘. 4 AR - 1 y
1.1 mixpooprasiamis (TAMC) kpuTepii npuiiHaTHOCTI: 1043 KYO/T, menwe 10 KYO/r
1, |RarankHe HUCno ApKLKOBMX Ta kpuTepii npuitHaTHoCTIX10 A2 KYO/r. meHuwe 10 KYO/r

nnicexnesnx rpubis (TYMC)
1.3|E.colis 1r HE AONYCKAETbIR He BUABAEHO
12 [KinbKiche BU3HaueHHS!

Batict medeHamiHosol xucnotu 8 1

12.1 |vabneTyi, y nepepaxyrxy Ha cepeanio  [Bia 475 mr 40 525 me 0,497 mMr
macy TabneTu
13]Ynakoska BrinHo MKS AC peecTpaliiHoro nocsiAueHHs, ai sminamu, signosinac
14 [MapkysaHHs Honaerbes. sianosigae

BucHosox. [epesiperuit apasok npopykuii Bianosisae sumoram MKA go peecrpauiivoro noceipHerns Ne UA/1 71 ;_59/01101, 3i aminamu.

P

17 sepecHs 2024 p.  Havanbrnk BKOZ S oW i Pl INonomaperko T.8.

3assa npo cepradikayiio

U 8 3acBifUyI0, U0 HaBegeHa sule indopmauis € AOCTOBIPHOW Ta TOUHOK. Lk cegi
/mapKyBaHHs) Ta NPOBEAEHO KOHTPONb T IKOCTI Ha BULLE3a3HadeHin ginbHuui y NOBHIY
MICLIEBUM PETYIATOPHAM OPTaHOM, 8 TAKOX BIANOBIAHO 40 creundikayiit, 1o MicTATLAY
nakyBaHHs Ta ananiaie Syno nepernsHyTo Ta 8CTAHOBIEHO BANOBIAHICTE GMP.
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