AEPKABHA CJIYXKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
V JHIIPOIIETPOBCBHKIN OBJACTI

Auinpo, mn.CobopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kon €JIPITIOY 37070665

BUCHOBOK
Npo AKiCTH BBE3eHOro B YKpaiHy JikapceKoro 3acoly
30.07.2023 Ne 38499/23/04H1
CYCTAMAP®

(HaiiMenyBaHHA NTiKapCcLKOro 3acofy 3rigHo 3 peecTpauiiHUM MOCBIAYEHHAM)
Ta0/JeTKH BKPHTI ILTIBKOBOIO 000/10HK0I0, 110 480 Mr; mo 10 Ta6nerok y BaicTepi; o S
GiicTepiB y KapTOHHi Kopobui

(bopMa BUMYCKY, 103YBaHHA, BU TIAKYBaHHA NiKapCLKOro 3acoly)

Homep pecectpauiitnoro noceiguerns UA/12869/01/01 crpox aii peectpauiitnoro nocsixuenns 01.01.2099

Cepis nikapcekoro 3acofy Ne 2094378 KinskicTb BBe3€HOTO Jikapebkoro 3acoby 106
BupoGHuK Appanc ®apma 'm6X , HiMmeuunna
(waiiMeHyBanHa BHpOGHHKA NiKapchkoTo 3acofy, KpaiHa I0X0MKeHHS )
BeeseHo B YkpaiHy TosapucTBo 3 00Meskenoro BignopinaasHicTio "baJIM", inent. kox:
31816235

(HaitmMenyBanus Ta koa 3a €APTIOY opuanusoi ocoGu abo npizeuie, iM's, no 6aTekoBi hisu4HOI
ocobu - mianpuemi, il Micue NpoxuBaHHA Ta peectpauilinuit HoMep 06MiKoBOT KAPTKH TIATHHKA
noaaTkiB abo cepis Ta HOMEp IacnopTa)

Mpotokon sisyansuoro kontpomw Bia 29.07.2023 Ne 07-01/2184/5.

3a pesynbTaTaMH J[AepXKABHOTO KOHTPONIO BCTAHOBICHO, IIO Jikapchkuii 3aci6 BBeseHo B  VYKpaiHy 3
AOTPHMAHHSAM BUMOT 3aKOHOAABCTBA LIOZO 3a0€3NEUCHAS AKOCTI JikaPChKHX 3aC06iB.

Havansruk Jlep>xaBHoi ciyx0u 3
JKapChKHX 3acOo0IB Ta KOHTPOJIIO 34 ]

p . TPOIIO 34 Onis OBUAPEHKO
HapKOTHKaMH Y J[HinponeTpoBchKii
obiacti

{nnocazoBa ocoba opraHy J€pKaBHOTO KOHTPOJIIC) (iniuiany Ta npi3euiIe)

M.IT.




ARISTO

Certificate of analyse/Ceptudpikar akocri

Name of the product/Hasea npoaykry

Sustamar®, filmcoated tablets 480 mg/ Cycramap®,
TabneTkn, BKPWTI nNIBKOBOID CBONOHKDI, NO 480 Mr

Tun yraroskw/Pack NeS0
10 filmcoated tablets in blister, 5 blisters in carton/lo 10
TabneTok, BKpUTUX NniskoBa 0GONCHKOI, ¥ Bnicrepi, no 5
OnicTepis B ynakoBUi

Activity/akrushicTe 1 filmeoated tablet contents/ 1 TaGnetka, BrprTa NNiBKOBOI

0BO/IORKOI0, MICTHTD:
Dry extract of Harpagophytum (4,5-5:1) 480 mg

[ Cyxoro excTpaxTy 3 OpiHHA MapTiHil 3anawroi (4,5-5:1} 480

- M .
Country of origin/Kpaixa noxogmeHHs Germany/HimeuynHa
.Reg. Cedificate No/ PeecTpaLiRHuit HOmep UA/12865/01/01
Batch No/Homep cepil | 2094378

16.604 packs/ynakosox

Manuf datefiaTa snpobHuyTaa 19.01.2022
Exp. Date/Tepmin npugarHocTi 0172025 ;.
Manufacturer/BupoGruk Advance Pharma GmbH/
Aneanc Dapma FmbX.
Address/Anpeca Wallenroder Str. 8-14, 13435 Berlin, Germany/

Bannenponep Lrp.8-14, 13435 Gepnin, Himewuuna

Manuf, License No/BupoGruua niuenain

DE_ST _01_MIA_ 2020_0009

GMP Cert. No/Geprudixar HBI1

{ DE_BE_01_GMP_2020_0005

No | Test parameter

Acceptance criteria ] . Result

1 | Appearance/
SoBHiWHIK BUrNA

| Oval biconvex yellow film-coated
tablets with breakline on the both

| sides/ OeaneHi, ppoonykni TabneTku
Yy nniekoeiin 06ONOHUI XoBTOrO
KONLOPY 3 PACKOIO AN po3ainy 3
obox Gokib.

Conforms/signosinac

Dimensions/ Poamipn | Width/ 1lupuHa 9.0-9.2 mm{mm) | 9.2 mm(mm)

NS

Mean weight/
CepepHAa maca
Eur.Ph. 2.9.5

850 & 5§ % (807.5-892.5) mg(mr)

868,9 mg(mr}

units (uniformity of
content)/
OaHopigHicTs
AC30BAHUX OAUHULD
{ogHOpigHICTD BMICTY)

3 Uniformity of dosage | Has to conform to the requirements | Conforms/signoaigae
of Eur.Ph.2.8.5 / Mae signopifarw
sumoram €ep. ®apm. 2.9.5

5 1 Loss on drying/
Brpatv npu
BUCYLIYBAHHI

| Release/ 'éunycx £5% 5%
1 Shelf-life/repmin npyaaTHoCTI < 8 %
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6 | Disintegration time/ £ 30 min{xe.) 4 min(xs.)
_Yac poanaay _
7 | Crushing resistance/ | Release/ Bunyck 2 100 N 237N
CridikicTs Jo Shelf-lifelrepmit npugaTtHocTti 2 60 N
| pyWiHYRaHH= 1.
8 | Identificationy/ TCL chromatogram obtained with Conforms/aignosinae
Inentudikayin the test solution may not differ from
1-8.1 Harpagophytum chromatogram obtained with the
procumbens dry reference solution prepared from
| extract/Cyxui batch-specific harpagoside dry
EKCTPAKT MapTiil extract/ TLLIX — xpomaTorpama
sanawHol 8MNpoByBaHOTO PO3UNHY HE
NoBYHHEA MaTy O3HAK BiAMIHHOCTI Big,
xpomarorpadu poavnHy
NOPIBHARHA, NPUFOTOBAHOIC 3i
cnevjucbivroro gna cepit cyxoro Conforms/signosigac
eKCTPaKTy rapnarosnay
HPLC chromatography
Harpagoside retention time in the
test solution has to conform to
harpagoside retention time in the
reference solution {relevant dry
extract product batch).
No evidence of disintegration
products may be present in
chromatograms./ BEPX-
xpomatorpadyaaHHa
Hac 36epiranHa rapnarosnay y
TOCTOBOMY POIHUHi NOAUHHO
niareepaysaTH Yac 3GepiraHHA
rapnaro3ugy y KOHTPOsHOMY
' po3umHi (NapTiA NepHOro npenapary
CYXOro exCTpaKTy).
Ha xpomartorpamax nosuHHi OyTu
‘RiACYTHI XoaHi nigTBEepKeHHA
e HAABHOCTI NPOAYKTIB poaKNagaHHA.
8.2 Colors: titanium Positive color reactions/ Conforms/gignosigae |
dioxide, ferric oxide Mo3uTuBHI KoNbOpOBI peakuil
() BapsHuxK;
AIOKCUA TUTAHY, okcuy, |
3aniaa (ill) _
9 | Assay/Bmicr | Release/ sunyck 480 mg(mr) 5% | 485,3 ma(mr)
Harpagophytum 1 Shelf-life/tepmin npuaarHocTi 95 ~
procumbens dry 105% of the Initial assay value/sig
extract/ Cyxuit noYaTKoBOT KiNbKOCTI
@KCTPAaKT MApPTIHIl
3anawHol
10 | Microbiological purity | Total aerobic microbial count/
Eur.Ph. 5.1.8 B/ 3aranbHa KinbkicTe aepobHux
Mikpo6ionorivHa MiKpOOpraHiamie
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yucvora €ep. ®apm.” | {TAMC): s 10° CFU/g (KYO/r) < 1,0x10% CFU/g
5188 Total yeast and mould count/ (KYOIr)
3aranoHa KinskicTe Apikaxis Ta
nnicHaBux rpubie

(TYMC): s 10% CFU/g (KYO/r) < 1,0x10'CFU/g
Bile-tolerant gram-negative bacteria: | (KYO/r)
TonepaHTHUX A0 XOBMI rpam

HeraTMeHux Bakrepi < 1CFU/g (KYOIr)
< 10? CFU/g (KYQIT) absentin 25 g/
Salmonella: absent in 25 g/ siacyTHi | BincyTHIiB 25
B25T absentin 1 g/
BigcyTHIiB 11

Escherichia coli;: absent in 1 g/
BifACYTHIiB 1T

Miareeppxexna eignoeiguocTi/Confirmation of compliance:

Lium A nigreepaxyio, WO Ust NAPTIA MIKApCcbkKux 3acofis aMroropnexa Ta Npoiituna nepenipxy
eignoeigHo A0 IHCTPYKUIA crocoBHO obiry nikapcbkux 3acobis. IHCTPYKUT 3aR0BONBHAITL
BuMOraM 3akoHy npo nikapceki s3acobu {(AMG) Ta NocTaHoBU NPO BUrOTORMEHHA NIKAPCHKMX
3acobis Ta gioumx pevosnH (AMWHV).

Hereby | confirm that this medicinal product batch was manufactured and tested in accordance
with instructions on medicinal products tumover. The instructions comply with requirements of
the Medicinal Products Act (AMG) and Ordinance for the Manufacfure of Medicinal Products
and active Substances (AMWHY).

Oxpim LbOro, A NIRTBEPAXYIO, WO HasefeHa iHPOPMaLLA € CNPaBXKHLOK Ta NPABKIBHOIO.
Cepia npoayxry Gyna euroToBeHa (BKMOUAOUM NAKYBAHHA/MAPKYBAHHA) T1a nepesipeHa
Ja3HaAYSHNM BULE NiANPUEMCTBOM-BMPOCHUKOM ¥ NOBHIA BIAROBIAHOCTI 3 BUMOraMn U040
HanexHoi Bupobruvoi [Mpaxtukn (GMP) signosiganeHoro oprady iHCNekuii, a Takox
BianosigHo A0 cnelwdikauji, WO MICTATLCA Yy peecTpauiinoMy pocke. BupobHuua
ACKyMeHTaUiA, NPOTOKONN NaKyBaHHA Ta NPOTOKON KOHTPOMIO AKOCTI NpoAWNK nepesipky Ta
BIANOBIQAIOTL YCTAHOBNEHUM fiapameTrpam GMP.

Besides, | confirm that the information presented is true and correct. The product batch has
been manufactured, packaged, labeled and tested by the above manufacturer in full
compliance with requirements of Good manufacturing Practice (GMP) of the relevant
inspecting authority and in

compliance with specification in the registration dossier. Manufacturing documentation,
packaging protocols and qguality control protocol are tested and comply with requirements of
Good manufacturing Practice (GMP).

Aata/Date: 26, AFE 2617

YnosnoBaxena ocoba/ Qualified person Dy, Selall Abu
{(name, position, signature) i
Advencs Phams
advance Waborwode Sk 25,74
abetng 013435 Bediy -

© Tol +48{0130 48 3700
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