JEPIKABHA CHAYXKBA 3 JIKAPCLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMHU y m. KHEBI

npoe. Haaii Caivananol, 3, 02099, rea. (044) 295-26-85
E-mail: ds.kyiv@dls.gov.ua. Koa CAPTIOY 37079055

BUCHOBOK
HPo SIKiCTL BBE3CHOro B YKpainy JikapebKoro 3acody

17.05.2024 Ne 25744/24/26

MAKCITPA IPAMB

(HaffatcHy sanits AiKapeLKROro sucoly 3riano 3 peccrpanifinim NOCBIAMEIITNT)
vabacrii, BRpUT niiBroBoeio 06040uKoi0, 1o 20 mr, no 4 rabaerky y 6nicrepi; no 1 6aicrepy
B KapTonHill KopoOui

CPOPAR BHEYEKY. J1033 BN, BT HAKY 8A0ISAKAPCHEOTD sacoly)

Homep peectpauifitioro nocsinuenns UA/18415/01/04 crpok aii peectpauiiinoro nocsinvenns 30.10.2025

Cepist nikapeurora sacody Ne 011023 Kiaukiets paesenoro sikapesroro 3acody 15010
Bupobrnk dapmauentinaniii saso.t «Toabdapmar C.A., oiuwa

(LafisenyaEHg BIpOSIIKA AKAPCLIOTO 3acaly. kpati FIONQIACHIS)

Beeseno B Yiparny ToBapHCTBO 3 00MEKCHOI0 BIANMOBIANIBLHICTIO "ITOJILMAPMA
IOA", izcur. wou: 42781598

Grniisicysauits 1a koj3a C/APTIOY wopuanaiol ocoBit a0 npissHue. ', o Garhkoni disisiot
0coBn - nianpuesis, 1 Micue NPOKHBANHA T2 peeerpauiiinmli noaep adiRoBOT KIITRI AGTHIED
poAaTKIB ab0 Cepist T HOMED TaCnopii)

Tlporokon sisyanshoro wonrpomo sin 17.05.2024 N 1693/3.

3 PENNTATAMH  ACPARABHOIO  KOHTPONIQ  BCTAHOBACHO, WO pikapeskuit  3acié  meeseHo B Yrpaiy 3
MOLAAKOHOAABETHA LLOAO 3aGe3netenis sKocTi sipafenrix sacobin.
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- polpharms

Gapmayeermunnuii 3a800 «onvpapmar C.A.
Bupobnuue gidoinennn ¢ Hogill [fem6i
ayn. Memanosya 2, 39-460 Hosa [lemba, Honviya

Ten.: 158465400, haxc: 158465454

CEPTHOIKAT ITPO AKICTb Ne: 481 26349

Haiimenyranus npoayxuii: MAKCITPA JIPAVIB, TaGnericn, BRpuTI IIIBKOBOIO 000J0HK0I0, 0 20 Mr Nod (Nedx1)

Kpatua-supobmux: Honsma

Homep pecctpanifinoro moesinuenns: UA/18415/01/04

Cuna git/axrupricTs: 1 1abnetxa, BKpura mIiBKOBOK 060N0HKOI0, MicTHTh: Tananadiny 20 mr

Jlixapcewica dopma: Tabrerku, BKpUTi MNIBKOBOIO 000I0HKOI0, 110 20 MI*
Posmip | TaN ynaxoBk: no 4 Tabnerkn y Gaicrepi; no 1 Grictepy B kapToHRiH KOPOGLU 3 MAPKYBAHHAM YKPATHCHKOIO MOBOTO

Inpexe: TDLF-9014-800
Homep cepil: 011023

Posnip cepii: 15010 yn,
Jata pupobuuurea: 10.2023

Hara sakingenus repminy npnaaTrocri: 10,2026
HaiiMenyBanus, MicuesHaxomxenns supoGumnrea: Gapmauesruannii sasos «Ilomsdapmay C.A. Bupobuude ijuiinesss
B Hogiit [lemGi, syn. Meranosua 2, 39-460 Hosa Jlem6a, [lonsiia

Cepragixar signopignocri GMP: NelWPS.405.104.2019 KK.1 WTC/0105_03_01/246

Merox BEPX

Hoxasumku gKoeTi HOPMA Metommn
KOHTPOJIO
1. Omuc® TabJIeTKH BKPUTI I BKOBOFO BiATOBIAAE
0B0NOHKOIO, CBITIIO- POXKEBOTO KONLOPY,
IIPOJOBIYBaT, ABOSKOOIYKII, 3 PHCKOIO
3 oztHoro GoKy
Bisyausnuit ITicnst posnomy sapo Tabnerku 6ioro
abo Maitie 6171070 KOIbopY
2. Cepemns maca TabaeTxu® 494 4 Mr+ 5 % 498,1 mr
3.0nuopinaicTs 1030BAHUX Binnosinae EP 2.9.40.
opuanne Ta OpuopinaicTh (Tpuiiusre 3Haveras mug 10 rabnerox: 1,2 %
BMicTY AV 10maen S 11 %
SIkmo He BinnOBiZAE TOJKI:
- AVIO Tabi. >L1 % TO}Ii
- AV3p1asn, < L1 %;
- Bel iHUBIMyanbHI 3HAYCHHS He
menmte 0,75M ra me Gumpme 1,25M
Meromuka BupobHUKa L1=15.0 m L2:==25.0).
4, Inenrndixanin Taganadiay:
- (BEPX) cuerema 3 giogmo- Yac yTpuMyBalHsS OCHOBHOIO IiKa Ha BiOTIOBi A€
MATPHIHEM JETEKTOPOM XpomarorpaMax BHIIpoOyBasoro i
CTaHIapTHOIO PO3YNHY Mae 30iraTncs.
CIEKTP BIJIOBIZAEC TAKOMY LA BIIIIOBIIAE
CTAHAAPTHOTO 3pasKa
5. Bmicr poau S He 6insure 7 % 3,9 %
Meron Kapma @imepa
6. Cynyrai gominum: S
- opunmHa geinenrudixopana He 6impme 0,2 % <0,1 %
AoMimKa
- ¢yMa AoMimoK He 6ipine 0,7 % <0,1 %
Merox BEPX
7. Kinpkicie smsmagenus > M;
- BEPX 95,0 -105,0 % 99,3 %

8. Posunmenns 3a 30 xs S

Q= 80%

101,6 % (umin. 100,3 %
maxc., 103,6%)




Dapmayesntunuii 3us0d «onvdapnan C.A.
D Bupobuune giodinennn 6 Hogiii [Jembi
zg:} ﬁz@g"ﬁ? ;‘%@ﬁf = ey, Memanosya 2, 39-460 Hosa [emba, Honewa
Ten.: 158465400, axe: 158465454

CEPTH®IKAT PO SKICTE Ne: 481 26349
Haiimenypanus npogyxuii: MAKCITPA JIPAMAB, Ta6nerin, Brputi miiBKoBoI0 06010HK00, 16 20 Mr Nod (MNedx1)
Kpaiua-supobuni: [lomsina
Howmep peceTpauiiinoro nocsinaenns: UA/18415/01/04
Cnaa pi/axraBricTs: 1 Tabnerka, BXpUTa WIBKOBOIO 0GOMOHKOIO, MiCTHTS! tagaradiny 20 mr
Jlikapebka Qopma; TabneTxu, BKpUT IiBKOBOI0 060M0HKO0I0, M0 20 MT
Posmip i Tun ynaxosiu: 1o 4 rabnerku y Gricrepi; o 1 6nictepy B kaproxuii KopoBLi 3 MAPKYBAHHAM YKPaiHCEKOIO MOBOIO
Inpexc: TDLF-9014-800
Homep cepii: 011023
Poamip cepil: 15010 yn.
Hara sapobuunrea: 10,2023
JaTta saxingenus Tepminy npuxaraoeti: 10.2026
HaitMenyBaHHs, MiCHe3HAXO/LKE NI BUPOSHUITRA: apmanesTaunmit 3asox «Ilonsdapman C.A. BupoGuue BizaiieHms
5 Hosiii lem6i, pys1. MeTanosna 2, 39-460 Hopa JlemGa, Tlonbina
Ceprudirar pianopianocti GMP: NelWPS.405.104.2019.KK.1 WTC/0105_03_01/246

9, QeraTKoBi PO3UHHHIKH:

- Aneros He 6inpine 5000 ppm < 500 ppm

- 2-TIPOTIAHOJ He Ginpire 5000 ppm <500 ppm
10. Mixpobuonoriuna ynerora™ S

- TAMC He 6insme 10°8 1. <10's1r.

- TYMC He 6iime 10%8 1T <10'p1r.

- Escherichia coli Bincytnicrs Escherichia colis 1 1. BizcyTHi B 1 T

N Tect pyTusBmil, [Ipopoasts Ha mepiuux 10 xomepuifinux cepili npenapary, norim - nepyrwHauit Tecr. (Hacrora
srnpoGysans - koxHa 10 cepix) ane He MeHIe Hix s ongicl cepii npenapaty B pik

M Sk pesy/IETaT MAc BUKOPHCTOBYBATHCS CEPEHE KUILKICHE BUSHAYCHHS 3 TECTY «OmmopinHicTs 1o3ysanns» abo mae 6yTa
NpoBECHO BUNPOGYBAHKA 38 METORVIKOIO

$ Bunpo6ypanks npoBOASTE Ipy pocaimpxenni cTabinbHOCT], poskian HOCHIDKEHD 3a3HaYeHo B npoTokoui crabinenocTi

Brazauuii B upomy ceprudirari ropap 3a sikicrio pianosigae puMoran: MKS, sagopcskiil cremudicanii 5/4-0286.09
pea. 01

LluM 5 3acBimUYi0, WO HaBeleHa BHuE iHGOpMalis € AOCTOBIPHOIO T4 TOHROMW. Lo cepito npoaykuii Byno snapobaeno
(BIIOYAIOTH NAKYBAHHA/MapKyBAHHA) Ta MPOBEACHC KOHTPONb i swocri Ha BMIe3asmaueni alnsmmni y noswili
pinnosinnocti 3 BuMoravMu GMP, BCTAHOBISHUMHU MICUEBUM PEYISITOPHAM OPTatoM, & TAKOK Biarosiguo no cnerudixarii,
10 MICTATBEA ¥ peecTpaliiiHomy tocke. [porokonn BapoGHAKTE, NaKyBAHHS T2 aHaniziB (YN0 TeperyITHy TO T BCTAHOBIEHO
pinmosinuicts GMP

Jata odopmuers cepradixary: 23.11.2023

3areepans:
Kepisuui Bininy KORTPOMO AKOCTI
{Quality Control Manager)

S igrrepoKyio GaKT, wo cepia Gyna punymera s obir.

Jara nignucanns: 23.11.2023
Yuopnopanena ocoba

(Qualified Person)
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