AEPKABHA CJIYKBA 3 JTIKAPCBKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHUKAMMU y m. KHEBI

npos. Haxii Ceitnuunoft, 3. 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kog €/IPTIOY 37079055

BUCHOBOK
Npo SAKICTh BBE3€HOro B Y KpaiHy JiKapcbKOro 3acody
08.03.2024 Ne 11588/24/26
JIEBODTOP

(HalMcHYBaHHA JIIKAPCHKOTO 3aco0y 3riJHO 3 peccTpauifHKM MOCBINYEHHAM)
po3unH st indy3ii, no 5 mr/mia no 100 ma y ¢paaxoni no 1 ¢gaakony B kapToHHil kopooui

((hopma Bunycky, 103yBais, BHIL NaKyBaHHs jJlikapcLkoro 3acoby)

Homep peectpauiiinoro nocsiguenns UA/18903/01/01 crpox aii peectpauiittoro nocsinuenns 11.08.2026

Cepis nikapcskoro 3aco6y Ne 3185079 Kinbkicts BBe3eHOro nikapcskoro 3acoby 200
BupoGHuk BEM Inau Cau. Be Tik. A.C., Typeyuuna

(HalimenyBanus BHPOOHKKA JiKapebkoro 3acoBy, Kkpaiiia NOXOKEHHS )
Bseseno B Ykpaily TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO

"BYCT MDAPMA", inent. von: 44107410

(naiimenyBanus Ta koa 3a CAPIIOY opumudnoi ocobu abo npi3suuLe, iM's, 10 GaTLKOBI
(piznuHoil 0cobH - nianpuemiyl, il Micie PokKUBAHHA TA peccTpalliiHui HOMEP 00 KoBOT
KAapTKH niartuuka nojarkis abo cepis Ta Homep nacnopra)

TMpoTokoa Bisyasabuoro konrpomo sin 05.02.2024 Ne 404/3.
JlaGopaTopuuii anaiis AKOCTI ikapchkoro 3aco0y 3uificHeHHii:

JlaGopatopist 3 KOHTPOJIIO AKOCTi JliKapchKuX 3aco6is TOB "JIOBPOBYT-JIIKUJIAB" (M. Kuis,
syi. Hosropon-Cisepebka, 6y1.3, HOKUTIOBI NpAMILUCHHS 92)

(nadimenysanis Ta Micuesnaxomikenns naGoparopii, wo nposena naboparopHwii aHai3 AKocTi)

BUCHOBOK L1010 KOCTi Jlikapebkoro 3acoly, Buannii nadoparopieio in 08.03.2024 Ne 216-24
PesyJibTaTi 1aGOpaTOPHOrO aHaizy AKOCTI JIiKapehKoro 3acoby 3a NepeBipeHUMH MOKA3HHKAMH BIANOBI/1AI0TDH
BHMOraM METOJLIB KOHTPOJIIO AKOCTI (aHAJIi THYHO-HOPMATHBHOT JOKY MeHTAaLLiT).

3a pesynsTaramit [EPKABHOTO KOHTPOJIO BCTAHOB/EHO, IO niKapcbkuii  3aciG pBezeHo B Ykpainy 3
AOTPHMAHHSIM BHMOT 3aKOHOABCTEA 10/10 3a0e3neyenHs AKoCTi JlikapghKux 3acodis.

/

Muxkona XOJIOAEHKO

KOHTPOJIIO) (nianuc) (ininiany Ta npizsuLLE)




JlaGopaTopisi 3 KOHTPOJIIO AIKOCTI JTIKAPCHKHX 32Cc00iB

TOB "AOBPOBYT-JIIKHWJIAB"

Medicines Quality Control Laboratory
LLC “DOBROBUT-LIKYLAB”

Ypaina , 03153, m. Kuis, 8yn. Hoeropoa-Cisepcska, 6ya.3, HeXUTNOBI npumMiLieHHs 92, 097-0300797

BucuoBok moao sikoeri Ne 216-24 six 08.03.2024

JIEBODTOP posuun st indysiit, no S mr/mi no 100 ma y duakoni no 1

Hazpa npemapary: Y 4
FERIRERY (hakony B KapTOHHII KopoO1Ii

PeecTpauiiinnii Homep: 216-24
Bupobuunrso: BEM Inau Can. Be Tik. A.C., Typeuuuna
Homep cepii: 3185079
Po3mip naprii Big sikoi BigiGpano 500
3pa3oK:
Tepmin npnaatHocri: 08/2026
TOBAPHUCTBO 3 ObMEXEHOIO BIAIIOBIIAJILHICTIO "BYCT
Biniopauno/oaepxano Bin: DAPMA", Anteunnit crnag Ne 2, M. Kuis, Bysn. Enexrpukis, OyaHHOK 3,
nosepx 1, itepa A, rpyna npumiuieHs No 5
JaTa ogep:kanns: 12.02.2024
Bua konTpomio: Hanpagnenns TJIC na naGoparopruii ananiz (902)
MK (MKS1, enenndikauii), MEKSI no PITNe UA/18903/01/01
BiINOBiAHO 10 sIKOT NPOBOAHTHCH
aHais:
Hokasnuku Bumozu MK Pesynomam
Onue ITposopuii po3umH, 3€J1€HO-KOBTOIO KOJILOPY, [IPAKTHYHO Binnosinae
BIJIBHHH Bifl 4acTOK
pH 3.8-5.8 4.8
O06'eM, 1110 BUTATAETHCS He menie 100 M Binmosigae
3abapereHicTb He 6inbine, Hix etanonuuit pozann GY ' Binnogsinae
InenTudikauis - BEPX - Yac yTpuMyBaHHA OCHOBHOTO MKy Ha XpoMaTorpami Binnoginae
Jleroduokcanuy BUIIPOOYBAHOTO PO3UKHY TOBHHEH Bi/NOBIIATH Yacy

YTPUMaHHS OCHOBHOTO MKy HA XpOMAaTOrpami CTaH1apTHOro
PO34KHY eBORIOKCALUHY

KinbkicHe BU3HAYEHHS - 475.00 - 525.00 mr/100 m 95.00 - 105.00 % 495.19 mr/100 mn
BEPX - Jlepo(uiokcauuH

KinbKkicHe BU3HAYEHHS - 8.55 - 9.45 mr/mn 9.19 mr/mn
Turpyeanus - Hatpiro

XJIOpH/L

Buaumi yactku [MosunHi ByTH BifcyTHI Binnoginae
MapkyBanHs 3riZiHO BUMOT TEKCTY MapKyBaHHS Binnosinae
YakoBka 3rigHo Bumor MK Bianosinae
BUCHOBKH: IMepesipenuii 3pazok JIEBODTOP poszuun ans indysiit, mo 5 mo/vm mo 100 Mt y

(nakoni no 1 duakony B kKapToHHii KopoOui cepii 3185079 supobuuursa BEM Inau
Can. Be Tik. A.C., Typeuuuna pignosinae sumoram MK no PIT Ne UA/18903/01/01
3a HaBeIgHHUMHU BHIIE MOKa3HUKAMH

Irop JIECUK
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Afem

CEPTU®UKAT AKOCTI TOTOBOI NPOOYKLII

Hassa npogykTy
(mo3yBaHHA, nikapcbKa dopma, po3mip i TMN
YNaKoBKH)

no ogHomy $IaKoHY B KapTOHHIN Kopobui

NEBO®TOP, posuuH ansa iHdysii, Smr/mn, no 100 mn (500mr) y dpnakoHi,

[itoua peyoBuHa/ BMicT gilouoi peyoBUHH

NesodnokcaunH / S5mr/mn

KpaiHa BMpobHUK TypeyunHa

Homep peecTpauiiftHoro noceigueHHn UA/18903/01/01

Homep Ta posmip cepii 3185079 / 1500 dpnakoHa
Jarta supobHuyTEa 25/09/2023

TepmiH npupaTHocTi 08/2026

Hasea, agpeca Ta Homep niyeHsii Bupo6HUUOI

BEM Inay CaH. e Tik. A.C., Yepke3koi OpraHatisz CaHai Bbonresi, Kapaaray

LinbHULU] Maxaneci, ®atix BynbBapi Ne 38 Kanakni / Tekipaak / TypevyynHa
TR/UY/2019/5-6

GMP ceptudikaT abo nocunaHHA Ha EudraGMP | TR/GMP/2022/158

TECT / METOAUKA CNEUUGIKALIA PE3YJ/IbTAT

Onme Mpo30pMiA PO3HUH, 3IEHEHy?aT0—H<OBT0I'0 Birnosiae
KO/IbOPY, NPaKTUHHO BiNbHWIA 6e3 YacTMHOK

pH 3,8-5,8 4,6

06’em LLLO BUTATAETbCA MiHimym 100 mn 104 mn

3abapBneHicTb He 6inbwe GY, Bianosigae

OcmonApHicTb 280 — 320 mOcm/Kr 304 mOcm/Kr

|aeHTHdiKalia - neBopnoKcauuHy (BEPX) Mae ByTh No3UTMBHA Bianosipae

BmicT - neBodnokcauuHy (BEPX) 475(;}05[?[)_[);25:2%; g;)lgﬁ())mn 493’4;823{;300““

CynyTHi gomiwku BEPX

Lomiwka A <0,50% 0,15%

N-oxkcua <0,50% He BuasneHo

Byab-AKa HEBIgOMa AOMILIKa £0,20% 0,02%

Cyma JOMiLIOK <1,00% 0,18%

BmicTt — Hatpito Xnopuay (Tutpumertpis) 8,55—9,45 mr/mn 9,03 mr/mn

Bugumi yactku Buaumi 4acTkyM NOBWUHHI BYTH BiACYTHI Bignoeinae

baKkTtepianbHi eH4O0TOKCUHMN £0,7 MO/mr Bignoeigae

. BianosigHo oo YuHHOI dapmakonei mae bytn
CTepu/bHICTb Bignosigae

CTEPUNBHKUM

Cepis signoeigae sumoram MKA go Pl Ne UA/18903/01/01

Uum s nigTBepKkyro, WO HaBegeHa Buule iHdopMmaliss € O0CTOBIpHOW Ta TouvHow. Ll cepis npogykuii 6yna
BUIOTOBIIEHA, BKIMIOYAOYM YMakoBKy / MapKyBaHHsi Ta MNPOBEAEHWI KOHTPOMNb SIKOCTI Ha BuULLE3a3HA4YeHOMY
BMpPOOHMYOMY MargaHuuKy Yy MoBHiA BignosigHocTi o sumor GMP, BCTaAHOBMNEHMMW MiICUEBUM perynsatopHum
opraHoM, a TakoX Y BianoeigHoCTI 3i cneuyudikaudied OO0 peecTpauidHOro gocbe KpaiHu-imnoptepa. [MpoTokonu
BMpoOHMUTBA, YNakoBKM Ta aHanisie Oynu nepesipeHi Ta BWU3HaHi Takumu, WO BignosigHicTe Bumoram GMP

(TR/IGMP/2022/158)

3ayBaeHHA

NigrotosneHo
(nocapa, @10,
naTa nignucy)

KoHTposb AKoCTI
3aTeepaMeHo
(nocaga, @10, gata nianucy)

MikpobionoriyHuin aHanis
3aTeepaMeHo
(nocapa, ®10, aata nignucy)

FapaHTia aKocTi
3aTBepaMeHo

(nocapa, ®10, aata nignucy)

Crartyc
M 3aTBepaKeHo
O BigxuneHo

Alicine ledikni | KepisHuk siddiny KA zomosoi

Ceda Kapakac KyHeym bozkypm

npoodyKyii MikpobionozivHuli aHanis | KepisHuk i3 3abe3neyeHHA
Mionuc Adem AKiH niénuc akocmi
nidnuc niénuc
30/01/2024 30/01/2024 30/01/2024 30/01/2024

Format No Form No :

FORM.QC.522-04/SOP.QC.004

Tarih Date 25/03/2023
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Name of product LEVOFTOR, Solution for Infusion, 5mg/ml, 100 ml
(strength, dosage form, package size and (500mg) in vial, one vial in a carton box

type)

Active Substance / Potency Levofloxacin /5Smg/ml

Manufacturing Country Turkey

MA number UA/18903/01/01

Batch Number and Size 3185079 / 1500 vials

Quantity of Vials for Ukraine

Date of Manufacture 25 /09 /2023

Expiry Date 08 /2026

Name, Address and License Number of
Manufacturing Site

VEM llac San. ve Tic. A.S.,Cerkezkoy Organize Sanayi
Bolgesi, Karaagac Mahallesi, Fatih Bulvari Ne: 38 Kapakli
| Tekirdag / Turkey

TR/UY/2019/5-6

GMP certificate or EudraGMP reference
numbers

TR/IGMP/2022/158

TEST & METHOD SPECIFICATIONS RESULT
Greenish-yellow in color, clear, particle free 2

Appearance solution Complies
pH 3.8-58 46
Extractable Volume Minimum 100 mL 104 mL
Colour Max. GY; Complies
Osmolality 280 — 320 mOsmol/kg 304 mOsmol/kg
Id:;:jg;:ation of Levofioxacin Must be positive. Complies

: 475.00 - 525.00 mg/100mL 493.47 mg/100mL
Assay of Levofloxacin (HPLC) (95.00% — 105,00 %) 08.689 %
Related Substance HPLC
Impurity A Max. 0.50% 0.15 %
N-Oxide Max. 0.50% Not detected
Each Unknown Impurity Max. 0.20% 0.02 %
Total Impurity Max. 1.00% 0.18 %
Assay-Sodium Chloride
(Titrimetric) 8.55 — 9.45 mg/mL 9.03 mg/mL
Visible Particles Visible particles should not exist Complies
Bacterial Endotoxin Max. 0.7 EU/mg Complies
Sterility It should be sterile Complies

Format No Form No :

FORM.QC.522-04/SOP.QC.004

Tarih Date 25/03/2023
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Name of product LEVOFTOR, Solution for Infusion, 5Smg/ml, 100 mi
(strength, dosage form, package size and type) (500mg) in vial, one vial in a carton box

Active Substance / Potency Levofloxacin /5mg/ml

Manufacturing Country Turkey

MA number UA/18903/01/01

Batch Number and Size
Quantity of Vials for Ukraine

3185079 / 1500 vials

Date of Manufacture

25/09 /2023

Expiry Date

08 /2026

Name, Address and License Number of
Manufacturing Site

VEM llac San. ve Tic. A.S.,Cerkezkoy Organize
Sanayi Bolgesi, Karaagac Mahallesi, Fatih Bulvari Ne:
38 Kapakli / Tekirdag / Turkey

TR/UY/2019/5-6

GMP certificate or EudraGMP reference numbers

TR/GMP/2022/158

The batch meets the requirements of QCM for MA Ne UA/18903/01/01

| hereby certify that the above information is authentic and accurate. This batch of product has been

manufactured, including packaging/labeling and q

uality control at the above mentioned site in full

compliance with the GMP requirements of the local Regulatory Authority and with the specifications
in the Marketing Authorization of the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP (Ne TR/GMP/2022/158)

Remarks
Prepared by Quality Control Microbiology Quality Assurance | Status
(function, full Approved by Laboratory Approved by A d
name, signature | (function, full name, Approved by (function, full name, PRIVYE
date) signature date) (function, full name, signature date) O Rejected
signature date)
' 20N
e s ARAS |
Uikru%_ Giineyt/BOZKU
o Prod Executv
Jor o2 i all
o/O/ 12O
P 3 by qoletroL Y
Format No Form No : FORM.QC.522-04/SOP.QC.004

Tarih Date 25/03/2023

2/2
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JAEPKABHA CJIIYXBA 3 JIKAPCBKHX 3ACOBIB
| TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npoe. Hanii Ceitnuunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPIIOY 37079055

BHUCHOBOK
Npo sIKiCTh BBE3€HOr0 B YKpainy JikapcbKoro 3acoby

11.01.2024 Ne 943/24/2611

JIEBO®TOP

(naliMeHyYBAHHA NIKAPCHKOTO 3aco6y 3riiHO 3 peecTpauifHAM MOCBIAMCHHAM) .
po3unH aas indys3ii, mo 5 mr/mia no 100 ma y duaxoni, no 1 ¢garakony B xaprousiii kopooui

(thopma BHMyCKY, 103YBaHNHA, BHI NAKyBaHHA JiKapcbkoro 3acoby)
Homep peectpauiitnoro nocsizuenna UA/18903/01/01 crpok aii peectpauifinoro nocsingenns 11.08.2026
Cepis nikapenkoro 3acofy Ne 3185062 Kinskicts BBE3€HOr0 JNikapcskoro 3acoby 9323

Bupobruk BEM Inau Cas. Be Tik. A.C., Typeuunna

(HaliMeHyBanHA BHPOOGHHKA NiKAPCLKOIO ncoﬁy. KpaiHa MOXO/KeHHS)

Bae3ewo B Vkpainy TOBAPUCTBO 3 OBMEKEHOIO BIIINOBIJAJIBHICTIO
"BYCT ®APMA", inenr. kon: 44107410

(nailiMenyBsanns Ta ko sa €JIPTIOY wopuau4Hoi ocobu abo npissHie, iM's, no Garskosi
(iznunoi ocobu - ninnpuemus, i Micue NpoxUBaHHA Ta peecTpauifnui Homep obnikosol
KapTKH TUIATHHKA NoJaTKiB abo cepis Ta Homep nacnopra)

MpoToxon Bizyansnoro koutpomo sia 09.01.2024 Xz 47/9.

3a pesyibTaTaMH JEPKABHOrO KOHTPONIO BCTAHOBJNEHO, IO Jikapcekui 3aci6 BBezeHo B Vkpainy 3
no‘rpnmauuﬂm BUMOT 3aKOHOJABCTBA LIO/I0 3a0e3NneyeHHs AKOCTI TKgPChKHX 3acobiB.
k

/-

Muxkona XOJIOOEHKO

KOHTPOIO) (mianuc) (iniuiany Ta npisBxuIE)
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Name of product
(strength, dosage form, package size and type)

LEVOFTOR, Solution for Infusion, 5mg/ml, 100 ml
(500mg) in vial, one vial in a carton box

Active Substance / Potency Levofloxacin /5mg/mi
Manufacturing Country Turkey

MA number UA/18903/01/01
Batch Number and Size 3185062 / 9804 vials
Quantity of Vials for Ukraine

Date of Manufacture 20/09/2023
Expiry Date 08 /2026

Name, Address and License Number of
Manufacturing Site

VEM llac San. ve Tic. A.S.,Cerkezkoy Organize
Sanayi Bolgesi, Karaagac Mahallesi, Fatih Bulvari Ne:
38 Kapakli / Tekirdag / Turkey

TR/UY/2019/5-3

GMP certificate or EudraGMP reference numbers

TR/IGMP/2022/158

The batch meets the requirements of QCM for MA Ne UA/18903/01/01

I hereby certify that the above information is 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 with the specifications
in the Marketing Authorization of the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP (Ne TR/GMP/2022/158)

Remarks
Prepared by Quality Control Microbiology Quality Assurance | Status
(function, full Approved by Laboratory Approved by K-Approved
name, signature | (function, full name, Approved by (function, full name, TR
date) signature date) (function, full name, signature date) O Rejected
signature date)
| 6EOWT Seda KARAKAS
Hikeabiyolojj 7 Lider
Giine URT
7@:37/ Prod xecutive
: Jl ol 222D
Format No Form No : FORM.QC.522-04/SOP.QC.004
Tarih Date 25/03/2023
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Name of product
(strength, dosage form, package size and

type)

LEVOFTOR, Solution for Infusion, 5mg/ml, 100 mi
(500mg) in vial, one vial in a carton box

Active Substance / Potency

Levofloxacin /5Smg/ml

Manufacturing Country Turkey

MA number UA/18903/01/01
Batch Number and Size 3185062 / 9804 vials
Quantity of Vials for Ukraine

Date of Manufacture 20/09/2023
Expiry Date 08 / 2026

Name, Address and License Number of
Manufacturing Site

VEM llac San. ve Tic. A.S.,Cerkezkoy Organize Sanayi
Bolgesi, Karaagac Mahallesi, Fatih Bulvari Ne: 38 Kapakli
| Tekirdag / Turkey

TR/UY/2019/5-3

GMP certificate or EudraGMP reference
numbers

TR/GMP/2022/158

TEST & METHOD SPECIFICATIONS RESULT

Greenish-yellow in color, clear, particle free .
Appearance spifution Complies
pH 3.8-58 4.7
Extractable Volume Minimum 100 mL 104 mL
Colour Max. GY4 Complies
Osmolality 280 - 320 mOsmol/kg 304 mOsmol/kg
Identification of Levofloxacin - .
(HPLC) Must be positive. Complies

. 475.00 — 525.00 mg/100mL 495.01 mg/100mL

Assay of Levofloxacin (HPLC) (95.00% — 105.00 %) 99.00 %
Related Substance HPLC
Impurity A Max 0.50% 0.09 %
N-Oxide Max 0.50% Not detected
Each Unknown Impurity Max 0.20% 0.02 %
Total Impurity Max 1.00% 0.10 %
Assay-Sodium Chloride
(Titrimetric) 8.55 — 9.45 mg/mL 9.05 mg/mL
Visible Particles Visible particles should not exist Complies
Bacterial Endotoxin Max 0.7 EU/mg Complies
Sterility It should be sterile Complies

Format No Form No :

FORM.QC.522-04/SOP.QC.004

Tarih Date 25/03/2023
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JlaGopaTopisi 3 KOHTPOJIIO AKOCTI JiKaPCbKHX 3ac00iB
TOB "JOBPOBYT-JIIKHJIAB"

Medicines Quality Control Laboratory
LLC “DOBROBUT-LIKYLAB”

Yxpaina , 03153, m. Kuie, eyn. Hoeropoa-Cieepceka, 6ya.3, HexuTnoei npumiwenHs 92, 097-0300797

BucuoBok mono axocti Ne 680-23 six 10.01.2024

Haspa npenapary:

Peecrpauiiinnii Homep:
Bupobuuureo:
Homep cepii:

Poamip napTil Bia sxol BiniGpano

3pa3oK:
Tepmin npuaaTHoOCTI:

BiniGpano/oaepaHo Bia:

JlaTa opepxaHHs:
Bua kourpoaio:

JIEBODTOP po3uun ans indysii, mo 5 mr/mn no 100 ma y ¢nakosi no |
¢nakoHy B KapTOHHI# Kopobi

680-23

BEM Inay Cas. Be Tik. A.C., Typeuyunna

3185062

200

08/2026

TOBAPUCTBO 3 OBMEXEHOIO BIAINOBIJAJIBHICTIO "BYCT
DAPMA", Anteunuit cknag Ne 2, M. Kuis, Byn. Enextpukis, 6yauHok 3,
nosepx |, nitepa A, rpyna npumimens Ne 5

27.12.2023

Hanpasnenna T/IC ra naGopatophuit ananis (902)

AHJI (MKS5, cneundikauil), MK no PIT Ne UA/18903/01/01
BiINOBiAHO A0 SIKOT NPOBOAHTLCH
aHadil:
IHokaznuxu Bumozu MKA Pezyromam
Onuc ITpo3opuii po3uuH, 3eJIeHO-3KOBTOTO KOJILOPY, MPAKTHYHO Binnoginae
BiNIbHHI BiJI 4aCTOK
pH 38-58 4.7
O6'em, 10 BUTAra€THCA He menme 100 mn Binnosinae
3abapsieHicTh He Ginbire, Hik eTanoHHui pozyud GY 1 Binnosinae
InenTudikauis - BEPX - Yac yTpuMyBaHHsA OCHOBHOTO MiKy Ha XpoMaTorpami Bianoginae
Jlepopnokcanuu BUMpPoGYBAHOTO PO3YHHY MOBMHEH BIAMOBIATH Yacy YTpUMaHHSA
OCHOBHOTO MiKy Ha XpOMaTorpami CTaHIapTHOro PO3YKHHY
nepodrokcalHy
KinbkicHe BU3HaYeHHs - 475.00 - 525.00 mr/100 mn 95.00 - 105.00 % 500.75 mr/100 mn
BEPX - Jlesodnokcauuu
KinbKicHe BU3Ha4Y€HHA - 8.55 - 9.45 mr/mn 9.12 Mr/mn
TutpysanHusa - Hatpiio
XNOpHA
Buaumi yactku [ToeuHHI GyTH BiACYTHI Binnoginae
MapkyBaHHs 3rifiHO BUMOT TEKCTY MapKyBaHHA Bianoeinae
YnakoBka 3rigso Bumor MK Bignosinae
BUCHOBKH: Ilepeeipennii 3pazok JIEBODTOP posuus ans inpy3id, mo 5 mr/mi no 100 ma y dnakoni

no | ¢nakoHy B kapToHHi# kopobui cepii 3185062 BupobuuuTea BEM Inau Can. e Tik.
A.C., Typeuunna Bignosigae sumoram AHJI no PIT Ne UA/18903/01/01 3a HapeneHUMH
Hllle NOKa3HHKaMH




Afem

CEPTU®UKAT AKOCTI FOTOBOI NPOOYKLII

Hassa npogyKkTy
(mo3yBaHHA, nikapcbKa dopma, po3mip i TMN
YNaKoBKH)

NEBO®TOP, posuuH ana iHysiid, 5mr/mn,

no 100 mn (500mr) y

¢nakoHi, no ogHomy pnaKoHy B KapTOHHIN Kopobui

[itoua peuyoBuHa/ BMicT gilouoi peuyoBUHU

NesodnokcaumH / 5mr/mn

KpaiHa BupobHUK TypeuyumHa

Homep peecTpauiiftHoro noceigueHHn UA/18903/01/01

Homep Ta posmip cepii 3185062 / 9804 dpnaKoHa
[arta supobHuyTea 20/09/2023

TepmiH npupaTHocTi 08/2026

Hasga, agpeca Ta Homep nileHsii Bupo6HUUOI

BEM Inay CaH. e Tik. A.C., Yepre3koi OpraHaiis CaHau bbonresi,
Kapaaray Maxaneci, ®aTix BynbBapi Ne 38 Kanawkni / Tekipaak / TypeudumHa

AABHAL TR/UY/2019/5-3

GMP ceptudikaT abo nocunaHHA Ha EudraGMP TR/GMP/2022/158

TECT / METOAUKA CNEUUGIKALIA PE3Y/IbTAT

Onue Mpo30pMiA PO3HUH, 3IEHEHy?aT0—}KOBTOI'0 dirnoiae

KO/IbOPY, NPaKTUHHO BiNbHUIA 6e3 YacTMHOK

pH 3,8-5,8 4,7

06’em LLLO BUTATAETbCA MiHimym 100 mn 104 mn

3abapeneHicTb He 6inbwe GY; Bianosigae

OcmonApHicTb 280 — 320 mOcm/Kr 304 mOcm/Kr

|aeHTUdiKalis - neBopnoKcauuHy (BEPX) Mae ByTi No3uTUBHA Bianosipae

BmicT - neBodnokcauuHy (BEPX) 475(;}05[?[)_[);25:2%; g;)lgﬁ())mn 495’0;9,“2)13‘;600“““

CynyTHi gomiwku BEPX

Lomiwka A <0,50% 0,09%

N-oKkcua, <0,50% He BuasneHo

BEyab-AKa HEBIgOMa AOMILIKa £0,20% 0,02%

Cyma JOMilIOK <£1,00% 0,10%

BmicTt — Hatpilo Xnopugy (Tutpumertpis) 8,55—9,45 mr/mn 9,05 mr/mn

Bugumi yactku Buaumi 4acTKu NOBWUHHI BYTH BiACYTHI Bignoeinae

baKkTepianbHi eHQO0TOKCUHMN <£0,7 MO/mr Bignoeigae
. BianosigHo oo YvHHOI dapmakonei mae byTtn

CTepu/bHICTb Bignoeigae

CTEPUNBHKUM

Cepisa signoeigae sumoram MKA go Pl Ne UA/18903/01/01

Uum A nigTBepakyro, WO HaBedeHa Bulle iHopmauis € JOCTOBIpHOK | TodHow. LA cepis npoaykuii 6yna
BWUIOTOBIEHA (BKNHOYAKYM YNAKOBKY / MapKyBaHHSA) i NpoBeAEHUIA KOHTPOIb AKOCTI HA 3a3Ha4eHoOMY BUPOBHUYOMY
MargaH4YMKy y nMoBHiW BignoeigHocTi Ao sumor GMP, BCTaHOBNEHUMU MICLEBUM PErYNSTOPHUM OPraHoM, a TakoX y
BignosigHocTi 3i crneundiikauiero go Pl Ha npenapart. [NpoTtokonu BupobHWUTBA, YNAKOBKM Ta aHanisis oynu
nepernaHyTi | BCTaHOBMNEHO BignoBigHicTe Bumoram GMP (TR/GMP/2022/158)

3ayBaKeHHA

MigrotosneHo
(nocapa, @10,
naTa nignucy)

KoHTposb AKoCTI
3aTBepaMeHo
(nocaga, @10, gata nianucy)

Mikpob6ionoriyHunin aHanis
3aTeepaMeHo
(nocapa, ®10, aata nignucy)

FapaHTia akocTi
3aTBepaMeHo

(nocapa, ®10, aata nignucy)

CraTtyc
M 3aTBepaKeHo
O BigxuneHo

Alicine ledikni | KepigHuk eiddiny KA zomosoi

npodykyii

nionuc Adem AKiH
nionuc

30/10/2023 30/10/2023

Ceda Kaparac
MikpobionozaiyHull aHani3

KyHeym bozkypm

nionuc Akocmi
niénuc
30/10/2023 31/10/2023

KepieHuk i3 306e3ne4eHHA

Format No Form No :

FORM.QC.522-04/SOP.QC.004

Tarih Date 25/03/2023



http://www.tcpdf.org

