TIEPXJTIKCITY XBA
AEPXKABHA CJIYKBA 3 JIIKAPCHKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCBKTIII OBJIACTI

npocnekt Banepis Jlobanosebkoro, 51, m. Kuis, 03110, Ten/dpakc: .(04-4) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog € IPTIOY 37078774

Npo AKICTh BBE3€HOro B YKpaiHy Jika PCBKOTO 3200y

10.02.2021 | Ne 72925/21/10

AJIMIBA

(HaHMeHyBaHHﬂ NiKapCLKOro 3a006y 3riAHO 3 peECTpaumHnM nocamquHﬂM)

PO34MH opansHui, 100 mr/mia no 10 M1 ; 10 10 paakonis vy kapronuiii H nayui
(popma BunycKy, 103yBaHHS, BU NaKyBaHHS JIIKApCLKOTO 3acoby)

Homep peectpauiiinoro nocsinuenns UA/12947/01/01 crpok aii peectpaiitnoro nocsinuenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne 20E289 KinekicTs BBe3eHOTO nikapckkoro 3aco6y 8720

BupobHuk

AHbapm Emnac C.A., T'penis

(HaliMeHyBaHHs BUPOGHHKa Nikapchkoro 3acoly, KpalHa MOoXOKEHHS )

BBesero B Vkpainy CrninbHe yKpaiHchKo-ecTOHCbKe NiAMPHEMCTBO Y hopMi TOBApHCTBA

3 00MeikeHOI0 BianoBizaabHicTIO "OnrtiMa-®apm, JITH", izent. kox:
21642228

(HaliMeHyBaHHs Ta Ko 3a CII,PHOY }OPHIM‘{HOI 0c06H 260 [pI3BULLE, iM's, 1o 6&TbI{OBl (PH3UUHOT
0co0H - nianpuemus, ii Micue NPOXKMBaHHS Ta peECTpaumunn HOMEp 00MiKOBOT KapTKH MIaTHUKa
noarkis abo cepis Ta HOMep nacnopra)

Iporokon Bisyansnoro kourposo Bix 29.12.2020 Ne 4660/2.
JlabopatopHui ananis skOCTi NiKapcbKoro 3acoly 3ailicHEHMiL:

A1 "LenTpansha naGoparopis 3 aHam3y SKOCTI JNIKapCHLKUX 34C00iB i Menuunol npoayki"
_(M.KuiB, Byu. Kynpssceka 10r)

(HaliMEHyYBaHHA Ta MiCLE3HAXOKCHHS naﬁopampu 1O NpoBena ﬂaﬁopampnnu aHani3 SIKOCTI)

BUCHOBOK 1LOJI0 AKOCTi Nikapcbkoro 3acoly, Bunanuit naGoparopicto ix 20.01.2021 Ne 0162
Pe3ynbTat naGopaTopHOro aHanlisy AKOCTi Nikapchkoro 3acoy 3a NepeBipeHHMH NOKa3HHKAMH BIINOBINAIOTH
BUMOTaM METOIB KOHTPOJIIO AKOCTi (aHAJliTHIHO-HOPMATHBHOT 1OKYMeHTaLiT).

3a  pe3ynbTaTamMu  AEPKABHOTO KOHTPONIO  BCTAHOBNEHO, WO JNKApCbKMM  3aci6 BBE3eHO B YKkpalHy 3

AOTPHMAHHSAM BuUMOT 3aKOHOIABCTBA OO 3a6e3Meye s AKQCTI NIKAPCbKUX 3ac00iB.
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Hepnasna cnyxba Yipaing
3JUKaPChKHUX 33CO0IB T4 KOHTPOIIO 48

A

State Service of Ukraine on Medicines
and Drugs Control

HAPKOTHKAMH 'R )

Nepmasie nizupueserso "Uenrpasia
Jaboparopis 3 ananizy sKocTi dikapesiinx

State Enterprise "Central
Laboratory for Quality Coutrol of

_mcﬂﬁiﬂ.'i:menﬂqﬁﬁi_npdﬁ'}fimii'.”' oo Medicines Hﬁ'&lﬂMédiﬁﬁi.'P'r{;-duct'sf‘______

'}’Kpai?#&, (40583, m.Kuis, ayn Kvdpsacsika 101

men/gakc (044) 272 57 98

web www.clab.com.ua, e-mail: ceniraltab@ciab. corn ua

10G, Kudryavska street, Ky, ria:'ﬂe,_i{jf#oﬁ&_
) | | Tel/Fax +380 (44} 272 57 98
wel: www., clab.com.ua, e-mail: centraliab@ctab.com.ua

Ceprudixar ananizy Ne 0162 sin 20.01.2021

‘Hassa apaska;

Pecerpatiiinust nomep:
Bupotuux:

Howep cepii:

Micue sindopy apazias
3amoBuug:
Cynpesianinii fokyment:
AKT BigBopy 3paska;
Cranipaka:

AaTta oTpumanng spaska;
daru paxenanus pobir:
Bux wourpomior

Micue nposenenss
ABIIBHOCTI:

HJ, signosinno ao sicoy

RPOBOANBCH AHAIT: .

ANMIBA, pozusin opansaiH; 100 Mr/va o 10 v y hnakoui; tio 10 dnakonis y-

KapTOHHIN nagii
0190.21
- Anapm Ennde C.A., Tpetis
20E289
CninbHE YKPaTHCHKO-SCTOHCLKE MIANPHEMETEO Y BopMi TOB "OnrimasPapn JTI"
Hepwasna cryxba Vxpaiit 3 nikapcikux 3acobis o KOHTPOJHO 38 HAPKOTHKEMH
Jluet Ne 538-002.0.1/002.3/2-21 sin 14.61.2021 p.
Ne iz 15.01.2021
3pasox B CTaHI APHAATHOMY A HPOBeaeHHS BHNpPODYBAHD
20.01.2021 |
20.01.2021 - 20.01.2021
3a posnopamkenssm JepKan HoLCatyk6u YrpaiHu 3 HiKapcskux 3acofis Ta KORTPONG
3a Haprorukamy ('IM”, [Hocraucsa 902}
ATt «Lientpanesa maboparopis 3 ananisy AKOCT] MKAPChHIHX 3400615 | MEANYHOT
NpGAYKIND
MES no pine Ne UA/I2947/01/01; 3adiinn

oxasHngm

Paaynkyati

Bumory H,

Bignosinae
49

Binrosidac
Bignosipae

Onue. be3bapeHud _-afio_3nerua.:-;¢r:}'a?y_'aaTm‘& 030D Kk DOSUMH
[H 4.0-00

OO'eM HanoBHeKHA He MeH{ug HOMIHansHoro.

Yriakoska Srino simor MKS

BYICHOBKH:

Ceprudikar ananizy Ne 0162 siz 26.0 12021 niareepmxye, wo nepepipesni 3Pa3gK rpenapaty

AJMIBA, postin opansaufl, 100 MM 1o 10 mivy raxosis no 10 (r1akoHiB Y kapTORHIN naswi, N

----- . .

cepit 20E289, supoBruursc Andapn Emmac C.A,; I pewist sifinoeinae sumoram MKA no pin. No
UA2947/1/01 :3min 3a HABSACHKMH BHE TIORA3ZHUKAMH.

Aupexrop
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Ceprudirar ananizy He imisrae noBHOMY alio YacTKoBOMY '-'Biﬁ_"t_‘_ﬁﬁ}g:ﬁﬁm 6¢3 zossony JI1 “Uentpiiibaa faboparopia 3
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aHANIZY AKOCT! AiKapChKuX. 330018 | MEAHYHOT npoly kUi

Kineus cepiudirara ananisy Ne 0162 sin 20.01.2021

Crop. 1 i3 1




Jlororun xomnauii AHOAPM
AH®APM EJJIAC C.A. — ®apMachioTHKaI3

CEPTU®IKAT AHAJII3Y TOTOBOI'O MPOJIYKTY

IIPOAYKT: AJIMIBA Ne ITAPTII: 20E289
Jlikapcbka ¢opma: po3unH opasibHHIE HMata Bupo6unursa: 05/2020 -
Konuenrpanis: Jlesokapnirun 100 mr/mn Tepmin npuaarnocri: 05/2023
YnakoBka: 10 ma ¢pnaxon, 10 paaxoHiB y kapTonniit kopobui KLIBKICTb: 9725 xopobok
Peecrpaniiine nocsinuenns B Yipaini: Ne UA/12947/01/01
Jlinensia na supo6uuurso: 0000000011/20/1

Ceprudixar Binnosinnocri Bumoram Hanexnol Bupo6unyoi npaxruxu (GMP): 62713/23-4-2019

BHIIPOBYBAHHA CIIELIM®IKAIIA PE3VIIBTATH
_ be3bapeuuit a60 371€rka ’KOBTYBaTHii MPO30pHii pO3UHH Bianosigae

. %060 4.9

InenTn dikanin
- JleBokapHITHHA

Ha xpomaTtorpami BHNpoOyBaHOro po3uKMHy, ofep>kKaHoi NpH Binnoginae
KUIBKICHOMY BH3HAQ4Y€HHi JIEBOKapHITiHA, 4ac yTPHMaHHA
OCHOBHOTO MiKY NOBHHHEH CIIBNAJaTH 3 YacOM YTPHMAHHA
BIANOBIAHOrO MiKy Ha XpOMaTOrpaMi CTaiapTHOTO PO3YHHY
Ha xpomaTorpami BUnpo6yBaHOro pO3uMHY, ON€pKaHOi NpH Binnosigae
KUIbKICHOMY BH3HA4€HHI HaTpil0 MeTH/INapabeHa, yac yTpUMaHHs
HaTp110 MeTWINapabeHa NOBUHHEH CiBNAIaTH 3 YacCOM YTPHUMaHHs
BIINIOBITHOTO MiKy HA XpOMaTorpaMi CTajapTHOTO PO3UHHY
Ha xpoMaTorpaMi BHUNMpoOyBaHOro posumHy, ofmepxkaHoi npu|  Bianosimae
KUIbKICHOMY BH3HaUeHHi HaTpilo nponuimapabeHa, yac yrpumanns |
HaTpll0 TponuianapabeHa NOBHHHEH CHIiBNAaAaTH 3 YacoM
YTPHMaHHs BIAMOBIJHOTrO MiKy Ha XpOMaTorpamMi CTafiapTHOToO

Metnnnapaten

nponinnapa6en

...... | PO34HH
KiibkicHe BH3HAYECHHSA

- JleBokapHITHHA
-  Metnianapaben
-  npomuanapaben

95%-105%
90%-110%
90%-110%

100 ,8%

101,5 %

99,8 %

He 01151 0.5%
He 611511 0.2%
He 6111 2.0%

- JloMimika A
1 -  Inma nomimka

= 3arajkHa  KiJIBbKICTh
JAOMILLIOK

<0,5%

<0,2%
<2.0%

3anuILa€ThCA repMETHYHUM NiC/sA 3aHypeHHs Ha 30 cek.
PO34YHH METHJIEHOBOrO CHHBOro NpH 160 MM. pT.cT.

I'epMeTHYHicTD y 1% Bignoaizae

KOHTeHHepy

Oauopianictes a030BaHuX Bianosinae |

| Mixpobionoriuna Jaranbha KUBKICTH acpoGHuxX Gaxtepitt (TAMC): < 10 KVE/M» anoninae

3aransHa kinekicTh rpubis (TYMC): < 1‘01 KYE/mMn

~ E. coli: BincyTHi v 1M

Bianosigae

1 4YHCcTOTA
- Bianosingae

Hata: 23.06.2020

/ l'll):mnc/

Menemxep 3 KOHTPONIO AKOCTI

Mapinena Cramariy

T'onosuuii ogic: 53-57 Perikleous&Klisthenous 153 44 IepakacATrika - I'pewis
Ten.: +30 210 6831632, dpaxc: +30 210 6836540, e-mail: info@anfarmhellas.com
3asoa: 61-i km HauionaneHoi noporn Adinu-Jamis, Cximarapi Biortiac, 32009, I'penis

Ten.: +30 22620 58391, daxc: +30 22620 58392




Jlororun xomnanii AHOAPM
AH®APM EJJIAC C.A. - dapmacsloTHKATS

CEPTH®IKAT HA BUIIYCK TOTOBOTO MPOAYKTY

[IPOAYKT: AJIMIGA Ne IIAPTII: 20E289
Jara Bapobnuursa: 05/2020

Jlikapcbka ¢popma: po3unn opanbHuit Tepmin npuaaTHocTi: 06/2023

Konuenrpauis: Jlesoxapuirun 100 mr/mn

Ynakoska: 10 ma ¢paaxon, 10 daakonis Y KapToHHiH KopoOui KUIBKICTBD: 9725 kopo6ok

Kpaina-supo6unx: I'pentis  Peecrpaniiine nocsiguenns B Ykpaini: Ne UA/12947/01/01

Ha3sa Bupobnnxa: Andapm Ennac C.A. |

Anpeca BHpo6HMY0i aiianku: 61-i kM Hauionansnoi noporu Adinn-Jlamis, CxiMatapi Biotiac 32009 I'pewis
Jinensia na supo6unurso: 0000000011/20/1

Ceprudikar Bianosianocri BumMoram Hanexnol Bupo6HHY01 npakTHKH (GMP): 62713/234-2019

KOHTPOJILHUH CITUCOK

BHYTPILLHIN KOHTPOJIb 1 BUITPOEYBAHHS

[IPOTOKOJI YITAKOBKWITPOLIEC YTTIAKOBKH

BHX1Jl BAPOFHHUOT O [1POLIECY

KOHTPOJIb YTIAKOBKH

CEPTU®IKAT MIKPOBIOJIOTTUHOI YACTOTH

CEPTU®IKAT ITPO ITPOBEZIEHH BIOJIOTTUHHX BAIIPOLYBAHE

JIOKYMEHTH I1PO TIPOBE/IEHHS TECTIB KOHTPOJIIO SIKOCTI

" CEPTHOIKAT SIKOCTI TOTOBOTO IIPOIIYKTY

Hum 1 nixTBepaxy!o, o BUIEHaBeAeHa iHDOPMALIS € JOCTOBIPHOK i TouHoto. Lo cepito npoaykTy 6y0 BHrOTOBNEHO, Y TOMY YHCI ynakos ka/

MapKyBaHHA Ta KOHTPOJIb AKOCTI OyJI0 NPOBENEHO HA BHLIE3a3HAYEHi# BUPOGHHYIN NingHLi B TMOBHIH BIANOBIAHOCTI 3 BUMoramu GMP Mmicieroro
PCTYNATOPHOrO OpraHy 1 cneundikaliclo B peecTpauifHOMY NMOCBiAYeHHi KpalHH-IMIIOpTepy. 3anmucu npo o6pobKy, NakyBaHHS i aHANI3 cepii 6yno
NEPEBIPEHO 1| BH3HAHO TAaKHWMH, 11O BiANOBIAaIOTh BUMoram GMP.

Jlata: 25.06.2020
/mianuc/
BiInoBiIIEHa ocoba

J. MoHOmXI0

Tonosuuii oic: 53-57 Perikleous&Klisthenous 153 44 I'epaxacAtrika - I'penis
Ten.: +30 210 6831632, daxc: +30 210 6836540, e-mail: info@anfarmhellas.com
3aBox; 61-it km Hauionanshoi aoporn Adian-Jlamis, Cximarapi Bioriac, 32009, I'peuis

Ten.: +30 22620 58391, daxc: +30 22620 58392




CERTIFICATE OF ANALYSIS OF FINAL PRODUCT

PRODUCT : ALMIBA |
Pharm. Form: Oral Solution Man.Date : 05/2 020
Strength : Levocarnitine 100 mg/ml Exp.Date : 05/2023
Package : 10 ml vial, 10 vial in a carton box Quantity : 9 725 box
Registration certlﬁcate of Ukraine: No UA/12947/01/01
Manufacturing licence : 0000000011/20/1 Certificate of GMP Compliance : 62713/23-4-2019

- SPECIFICATIONS

Descrlptlon Colourless to sub-yellow transparent solutlo
| pH _
Filling volume
Identification
- Levocarnitine In the chromatogram of the test solution
obtained by assay levocarnitine, the
| retention time of the main peak retention
time must match the corresponding peak
In the chromatogram of the standard
- Methylparaben - solution In the chromatogram of the test
solution obtained by assay sodium
methylparaben, the retention time of the
| sodium methylparaben retention time must
| match the corresponding peak in the
- chromatogram of the standard solution
{ - Propylparaben In the chromatogram of the test solution
| obtamed by assay sodium propylparaben,
' | the retention time of the sodium
| propylparaben retention time must match
“the  corresponding peak in  the
I chromatogram of the standard solution

PR —— . L -

_ L NLT Normal

- .y . ) L

—— I -
- Levocarnitine | 95% - 105%
- Methylparaben I 20% - 110%

- ProPylparaben 90% - 110%

_ Impu rities
| -imputity A |
-any other impurity I
- total impurity

NMT 2.0%

a ) Site: 61 Km Nat. Rd. Athens-Lamia, Schlmatarl Viotias, 32009 Greece
Tel.: +30 22620 58391, Fax: +30 22620 58392,




—— SPECIFICATIONS

Tightness after immersion

Tightness of
he container
Uniformity

|Dosages Units .

Total fungi cont (TYMC): < 10} CFU/mlI
Esherichia coli; absence from 1 ml
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Head Office: 53-57 Perikleous & Klisthenous 153 44 erakas Attiki — Greece

Tel.: +30 210 6831632, Fax: +30 210 6836540, e-mail: info@anfarmhellas.com.ua

Production Site: 6ISt, Km Nat. Rd. Athens-Lamia, Schimatari Viotias, 32009 Greece
Tel.: +30 22620 58391, Fax: +30 22620 58392.




CERTIFICATE OF CONFORMANCE RELEASE OF FINAL PRODUCT
PRODUCT : ALMIBA LOT No.: 20E289
Pharm. Form: Oral Solution Man.Date :05/2020
Strength : Levocarnitine 100 mg/ml  Exp.Date : 05/2023

Package : 10 ml vial, 10 vial in a carton box Quantity : 9725 box

Country of manufacturing : Greece Registration certificate of Ukraine: No UA/12947/01/01
Name of manufacturer: Anfarm Hellas S.A.

Address of manufacturing site : 61 st km NAT. RD. ATHENS-LA
Greece |
Manufacturing licence: 0000000011/20/1

Certificate of GMP compliance No : 62713/23-4-2019

MIA, Shimatari Viotias 32009,

PACKAGING OCUMENT
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" [CERTIFICATE OF ANALYSIS OF FINAL PRODUCT
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¢ information’s authentic and accurate this batch of product has been

- manufactured, including packaging/labeling and quality control at the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and witch the
specification in the Marketing Authorization of the importing country. The batch processing and
analysis records were reviewed a1 to be in compliance witch GMP.

Prepared By:

Head Office: 53-57 Perikleous & Klisthenous 153 44 Gerakas Attiki — Greece

Tel.: +30 210 6831632, Fax: +30 210 6836540, e-mail: info@anfarmhellas.com.ua

Production Site: 6ISt, Km Nat. Rd. Athens-Lamia, Schimatari Viotias, 32009 Greece
Tel.: +30 22620 58391, Fax: +30 22620 58392




