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NMPUBATHE AKLIOHEPHE TOBAPUCTBO "®ITO®APM"
OpuanuHa aapeca: 02092, m. Kuie, Byn. Anmatunceka, 6yanHok 12

Tenedonu: (044) 390-52-91

No3Bin Ha peanisauito Ne 22-115 Bipg 30.07.2022

. HailiMeHyBaHHsA. HANBAKCOH

. BupoBHuk. MionrmyH ®apm. Ko., Ilta., Kopes

. PeecTpauiiiHe NocBigYeHHsA. UA/15502/01/01 TepmiH aii HeoBmexeHni

Cuna ail | sxTHeHICTS. ::OM;IrpOS\lHHy TR THEKLIN MICTATE, HanbydiHy rApoXnopuAy y nepepaxysaHHi Ha 100% pe4oBuHY
. INikapcbka copma. po3uunH ANs iH'ekuin, 10 mr/1 Mn

. Poamip Ta TMn nakyBaHHs. no 1 mn B amnyni; no 10 amnyn y nayui 3 KAPTOHY 3 MApPKyBaHHAM YKPATHCLKOK MOBOKO

. Homep cepii. E22009

. Poamip cepii. 6 279 wr

. Darta BupobHuuTBa. Miotuin 2022

. [laTta 3aKiHueHHs TepmiHy npugatHocTi. 24.02.2025

HaiimeHyBaHHA, MiCLie3HaxoAXeHHA
BUPOBHUYOT AinbHULI BUpoBHUKa,

' ynosHoBaxeHa ocoba sikoro Haaae

£03Bin Ha Bunyck cepii J13.

26, Byn.[keiikoHraaH 2, XnaHrmax-micTo, XBacoH-nposiHuis, KboHri,
Pecny6nika Kopes

CepTudikaTu signosigHocti GMP ans
BWPOBHUYOI AinbHULI BUpOBHMKa,
ynoBHoBaxeHa ocoba Akoro Hapae
£,03BiN Ha Bunyck cepii J13.

2021-D1-2477

[ara ceptudikaTy akocTi cepil
nikapcekoro 3acoby, BuaaHoro
BupoBHMKOM, ynoBHOBaxeHa ocoba

AKOro Hagae 403Bin Ha Bunyck cepif J13.

29.03.2022

PeaynbTaTh NPOBEAEHHA aHaniay.

30 nunHa 2022 p.

fgjnlﬁ let ta ﬁuaw.l&

3a peaynbTatamu 4EpXKaBHOrO KOHTPONIO AKOCTI BBE3EHOro B YKpaiHy nikapcokoro sacoby,
Ha nigcTasi BucHosok Bia 30.07.2022 Ne24102/22/10 BCTaHOBNEHO, WO NiKapCbkuii 3acib
HANBAKCOH, po3uuH ans iH'ekuin, 10 mr/mn, no 1 Mmn B amnyni, no 10 amnyn B naqyi

cepii E22009 uroToBneHuit B ymosax GMP Ta Bignosiaae sumoram

, WO niaTBEpAXeHO A03BINOM Ha peanisaui.

YnoBHoBaxeHa ocoba MNPAT "® MoHomapeHko T.B.

iace {; 81.07.0; Z=



MioHrmyH ®apm. Ko., /ita.
FonosHui odic: Ten: (02) 6711-2028 dabpuka: Ten: (031) 350-4000

®axc: (02) 572 - 5137

BupobHuk: MioHrmyH ®apm. Ko., /ita.
Anpeca BupobHuKa: 26, Byn. [keikoHraaH 2, XiHaHrmaH - micto, XeaHcoH — npoeiHuif, KboHri,

Pecnybnika Kopen
Niuensia Ne 1476

GMP ceptudikar Ne 20210-D1-2477

PeecTpauiitHe noceigyeHHn 8 Ykpaini: UA/15502/01/01 BIA 02.06.2021

Ceptudikar aHanis

dakc: (031) 353-711

Ha3Ba npogyKry HANBAKCOH
Po3mip nakyBaHHA Ta 1 mn B amnynax Ne10 AKTuBHa cybcrauin Hanbydiny
™I rippoxnopua
MNaprtia Ne E22009 @Popma [03yBaHHA Po34MH 408 iH e
Po3mip naprii 6363 yn Cuna/AKTUBHICTb 10 mr/1 mn
[Jarta supobHuuTea 25.02.2022 KpaiHa npu3HayeHHA YKpaiHa
MpuaatHui go 24.02.2025 [ara Bunycky 29.03.2022
KoHTponbHi NOKa3HUKK Cneuuddikauin PE3Y/NIBTAT
1. Onuc Mpo3opuit 6e36apeHuit po3unH BizyanbHa OujiHKa
2. lgeHTndikauin OcHOBHa NAAMa Ha XpomaTorpami Bignosigae

[0CNIAMKYBAHOMO PO3YMHY NOBMHHA ByTH
iAEHTUYHOIO 33 PO3MIPOM Ta PO3TallYBaAHHAM
A0 OCHOBHOI NIAMM Ha XPOMAaTOrpami po3umHy
NOPIBHAHHA.

Yac yTpMMyBaHHA OCHOBHOFO MNiKy Ha
XpOMaTorpami JocnifKyBaHoro pos4yuHy Mae
BifNOBIAATH Yacy YTPUMYBAHHA NiKy HanbydiHy
riapoxnopuay Ha XxpoMaTtorpami po3unHy

NOPIBHAHHA
3. pH Bin 3.0 no 4.2, 7 3.5
4, 06’em He meHLW Hix no3HayeHuid 06’em (1mn) Bignosigae

5. MexaHi4Hi BKNONEHHA. Bugumi

YaCTKK

He BuaBneHo

He BuaBneHo

6. MexaHiqHi BKAOYEHHA. HeBuaumi

YaCTKK

2 10 mKM: He binbwe 6000 yactok/amnyny
2 25 MKM He Binbwe 600 yacTok/amnyny

1 yactka/amnyny
1 yacTka/amnyny

7. KinbKicHe BU3HAYEHHA

95.0% - 105.0%

101.0%

BakTepianoHi eHAOTOKCHHM

He 6inbwe 17.5 EO/mn

He 6inbwe 17.5 EO/mn

CrepunsbHicTb

Mae 6yTh cTepunbHUM

Bignoeigae

CynyTHi AomilKK

- BigHoBNEeHWIA HOpOoKCcMMOpPdOH

- B Hanbydin
- 2.2’ bic HanbydiH

- KorHa He igeHTudikoBaHa

LOMIlWKa

- Cyma HeigeHTudiKoBaHU

LOMIWOK

- 3aranbHa cyma SOMIlOK

Ha momeHT Bunycky Ha TepmiH npupatHocTi

He Ginbwe 0.15% He 6inbwe 0.2% He suasneHo
He Ginbwe 0.5% He Ginbwe 0.5% He suasneHo
He 6inbwe 0.15% He Binbwe 0.15% He BuasneHo

He 6inbwe 0.1% He Ginbiwe 0.2%

He 6inbwe 0.5%
He 6inbwe 1.5%

He 6inbwe 0.5%
He 6inbwe 1.3%

He BuasneHo

He sussneHo

BusHaueHHA HaTpito meTabicynbdity

Bin 0.8 o 1.2 mr/mn

1.0 mr/mn




MpUmiTEu

Byab-AKa aoaaTKosa iHGOpMaLlia, AKa Mmoxe ByTH KopucHolo AnA iMnopTepa ta/abo iHcnekTopa, wo
nigTEEpAMKYE BiaNOBIAHICTE cepTUdikaTy napTii (HanpuKknaa cneujanbHi ymoswu 36epiraHHa abo
TPaHCMOPTYBaHHA).

3anBKa Ha ceprudikauio

Llum 3acBigyyio, Wo inbopmaLia, BUKNaaeHa BULLE, € NPaBAvBoto | TouHotw. Lieit Bupib bys
BMTOTOBAEHWIA (BKAOHAIOHMM NAKYBAHHA/MapKYBaHHA), | AOro AKICTb KOHTPONIOETECA HA 3a3HAaYeHOMY
BULLE CaliTi BiANOBIAHO A0 BUMOT Npasnn BUPOBHWLTBA | KOHTPOI AKOCTI NikapcbKux 3acobis,
BCTAHOBNEHMI MICLEBMM PEryNI0I0NMMM OpPraHoM Ta BiANoBigHO A0 cneuudikauii, Wo MIiCTATLEA B
peecTpaujitHomy gocke. MpoTokonu BUpobHULTEA, YNaKoBKK Ta aHanidy Bynu nepernaxyTi Ta
BCTAHOBAEHO BigNOBIAHICTE NPaBunam BMpoBHULTBA | KOHTPONIO AKOCTI NiKapcbKux 3acobis.

IM'a Ta nocapa/Hassa ocobu, AKa BUAaE A03Bin Ha BUNYCK napTii
AKLWO BKa3zaHo Binble oaHoro caitty, HeobxigHO BKA3aTW Ha3BY Ta aApecy canTy.

Nignuc ocobu, AKa BUAAE AO3BIN HA BUMYCK napTii

[ara nignucaHHa

29 6epesHn 2022

MNignwuc

Anr-Mi Ni

EKcnepT Bigainy KoHTponto AKocTi
Meuarka: MioHrmyH @apm, Ko., fita,.



Myungmoon Pharm Co., LTD.

HEAD OFFICE : TEL: (02) 6711-2028 FACTORY : TEL : (031) 350-4000
FAX: (02) 572-8137 FAX : (031) 363-7111

Manufacturer Name: MyungmoonPharm.Co., Ltd.

Manufacturer Address: 26, Jeyakgongdan 2-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do,
Republic of Korea.
License No. : 1476 GMP Certificate No. : 2021-D1-2477

Registration Certificate of Ukraine : UA/15502/01/01 FROM 02.06.2021

Certificate of Analysis

Product Name NALBAXON®
Package size and type | 1ml in ampoulesNel0 Active substance Nalbuphine
hydrochloride
Batch No. E22009 Dosage form Solution for
injection
Batch size 6363 Boxes Strength/Activity 10 mg/Iml
Date of Manufacture Feb. 25, 2022 Destination Country Ukraine
Expire date Feb. 24, 2025 Date of Release Mar. 29%, 2022
Testitems Specification RESULT
1. Description Clear, colorless, transparent solution. Visualtest
2. Identification The main spot in the chromatogram of test | Comply
solution should be identical by size and location
to the main spot in the chromatogram of
reference solution.
In the chromatogram of test solution retention
time of the main apex of Nalbuphine HCL must
meet similar apex reference solution.
3. Ph 3.0~42 3.5
4. Volume Not less than labeled volume (1ml) Comply
5. Foreign Particulate matter Not detected ‘| Not detected
6. Insoluble Particulate matter | >10um : NMT 6000e/a le/a
225pum : NMT 600e/a le/a
7. Assay 95.0% ~ 105.0% 101.0%

" Bacterial endotoxins NMT 17.5 EU/ml NMT 17.5 EU/ml
Sterility Sterile Comply v
Related Substances Release Shelf life
- Reduced noroxymorphone: NMT 0.15 % NMT 0.2 % Not detected
- BNalbuphine: NMT 0.5 % NMT 0.5 % Not detected
- 2,2’Bis nalbuphine: NMT 0.15 % NMT 0.15 % Not detected




Myungmoon Pharm Co., LTD.

HEAD OFFICE : TEL: (02) 6711-2028 FACTORY : TEL : (031) 350-4000

FAX: (02) 672-6137

FAX : (031) 383-7T111

- Each other impurity: NMT 0.1 % NMT 0.2 % Not detected

- Sum of other impurities: NMT 0.5 % NMT 0.5 % Not detected

- Sum of total impurities NMT 1.3 % NMT 1.5 %

Assay

Sodiummetabisulfite 0,8~ 1,2 mg/ml 1.0 mg/ml
Comments.

Any additional information which may be useful for the importer and/or the inspector confirming
the correspondence to the batch certificate (e.g. special storage or transportation conditions).

Application for certification
I hereby certify that the information set forth above is true and accurate. This product batch has
been manufactured (including packing/marking) and its quality has been controlled at the
aforesaid site in accordance with the GMP requirements established by the local regulatory body
and in accordance with the specifications contained in the registration dossier. Protocols of the
manufacture, packing and analysis have been reviewed and the compliance with the GMP has

been found.

Name and position/title of the person issuing the batch release permit
If more than one site is specified, the name and address of the site should be specified.

Signature of the person issuing the batch release permit

Date of signing
Mar. 29, 2022

Young-Mi Lee

Q.C Manager




JEPXKIIIKCITYXBA
JEPXKABHA CJIYXKBA 3 JTIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBKINA OBJIACTI
npocnext Banepis Jlo6anoscekoro, 51, m. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https:/www.dls.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK
npo AKICTH BBE3¢HOr0 B YKpaiHy JikapcbKoro 3acoby
30.07.2022 Ne 24102/22/10
HAJIBAKCOH

(HaiiMeHyBaHHA TiKapcbKoro 3acoy 3riJIHO 3 PeECTpalliiftHHM NOCRITIeHHIM)
po3uMH A0 il exkuiif, 10 mr/mi, mo 1 ma B amnyJi; mo 10 aMny.Jr y nayni 3 KapToHy
(hopma BHIYCKY, 103yBaHHS, BH NaKyBaHHA Nikapcekoro 3acoby)

Homep peectpauiiinoro nocsiguenns UA/15502/01/01 crpox aii peectpauiiinoro nocsimuenns 01.01.2099

Cepis nikapcskoro saco6y Ne E22009 KinskicTs BBe3€HOTO Nikapeskoro 3acoby 6279
Bupobunk Mioarmys ®apm. Ko., JIta., Pecny6nika Kopes
(naiiMeHyBaHHA BHPOOHHKA MiKapchKOro 3acoly, KpaiHa MOXO/DKEHHS)
Baesero B Ykpainy IlpuearHe akuionepHe TopapucTeo "OITODAPM", inenr. koa:
05430596

(naitMeHyBanHA Ta kof 38 €JIPTIOY opuanyHoi ocobu abo npissHie, iM'a, Mo 6aTbkoBi
hiznuHOT 0cOOH - MiANpPHEMLA, Tf MiClle MPOXHBAHHA T PEECTpPALiHHHI HOMep ob6nikoBol
KapTKH [UIaTHHKA NOJaTKiB abo cepis Ta HoMep nacnopTa)

IMpoTokon Bisyansnoro konrposmo sin 11.07.2022 Ne 1498/9.

JlaGopaTtopuuii aHani3 AKocTi NiKapceKoro 3acoBy 3ailicHeHuit:

JI1 "LlentpanpHa naboparopis 3 aHaIi3y AKOCTI JiKapchbKHX 3ac00iB i MeIHYHOI mpoayKuil"
(m.Kuis, Byn.Kynpseceka 10r)

(HaliMEHYBAHHA Ta MiCLE3HAXOKeHHA 1aboparopil, wo nposena naboparopHuii aHanis AKOCTi)

BucHOBOK 11010 sKOCTi NlikapesKkoro 3acoby, suaanuii nabopatopieio sig 28.07.2022 Ne 0692
Pesynbratn nabopaTopHOro ananisy SKOCTI TiKapChKoro 3acoly 3a nepeBipeHHMH NMOKa3HHKAMH BianmoBinaTsL
BHMOTaM METOJ1iB KOHTPOJIKO SKOCTI (aHANITHYHO-HOPMATHBHOI JOKYMEHTALII1).

3a pesynbTaTaMH AEPHKABHONO KOHTPOMIO BCTAHOBJIEHO, IO JIKApChKHH 3aci® BBeseHO B YKpaiHy 3

JOTPHMAHHSAM suMor 3aKOHOJABCTBA 100 3a0e3ne4eHHs AKOCTI TiKapchKux 3acobis.

%/ 3y6apesa H.B.

(niamuc) (iniuiann Ta npissmue)




