oo |
AEPIKABHA CAYKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI

BYJ1. bepesnsKisenka, 29, Kutis, 02098, ten. (044) 295:26-85 Ten. (044) 295-26-82
E-malil: dis.kyiv@dls.gov.ua, Kon €PTIOY 37079055

. BHCHOBOK
Npo AKICTE BBE3EHOro B Ykpainy jdikapchKoro zacoby

07.04.2023 Ne 16513723726

__IMPOCTAMEHN

(HalMeHyBanus Aikapeskoro 3acoly arigeo 3 peecmauiﬁrmn—: :'IDCBLuHéHHﬂM)
Tadnerkn mo 60 rabnerox y Ty0i; no 1 Ty6i B xapTonmiit kopo6ui

(hopma BUIYCKY, NO3YBAHNA, REA iakyBauusn i Kapcbroro 2acoby)

Homep pecctpaniltnore nocsinvenna UA/6931/01/01 CTPOK AIT peecTpaulifiHOTe ocsi n9eHHI BCOOMeE e Hu i

Cepisi nikapeskoro saco6y Ne 2302026 Kinekicth sBe3enoro sikapcerors 3acoby 6208
BupoGuux Ap. I'yeras Kimsiin F'm6X & Ko. KI', Himerrapna |
(HakiMenyBauns aHpoBHUKA MiKapCLROro 3acofy, kpaita NOXOAACCHELS)
Bueseno B Vipainy Ilpusarie akgionepue Tosaprerso "HATYPDOAPM", izenr. ox:
24930169

(Raftmenysauns ta xon 3a CAPTIOY I0PHAMYHOT 0cobU abo npi3RMILE, tM'8, 170 GaThkoni
piznurol ocobu - mianpuemusn, 1% Micue NPOMKUBAHHE Td peccTpauiAHRE Homep 06aikono|
KapTKu naarTiyica nogaTkis abo cepis Ta. HOMEP NAcingTa)

34 pesyanTaTaMu NePIKABHOTO  KOHTPORI. BCTANOBAEHS, 11O RiKapcskub  3acih  BBEIEHO B VYxpainy 3

JAOTPHMAHHAM 8ayor 3aK0HONABCTRA MO0 3A6E3NEH S HIT HKOCT NHKAPCHKIX -3aC0GiB.
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Product / Mponykr

| Registration number of certificale / PeceTpauifnn i
1HaMep cepTrdikaTy N

1 Markeling authorization number /

[ Honep pecorpauiinoro nocainueHHs
1 Valtd until { Crpok gif

{ NiuBnaig e supoBHyTeo

| DIMENSIONS 7 POMIPT
| Height / BucoTa
1 Dlameter / QiameTp

| XpomaTorpana ekcTpakTy FONOTYLLHWKES

1 Content of dry extract from goldenrod {
| Salicin content / Buicr caniumny

leaves (BmicT cyXoro excrpakTy FICTA Gouku

Dr. Gustav Klein GmbH

7

& Co. KG

Lttt
L1 T NN B R

Certificate of Analysis
Ceprudinar ananiay

Quality Control
Konrpons sikocrl,

b T - ke agn W e,

Prostamed®, 60 tablets in tube; one lube in ca}dbaard box with laheling in

Ukrainian fanguage / [Tpoctamea, 80 radn. s oL no 1 rybi s Kaprosin
KOPODOLY 3 MAPKYBAHHAM VKPaTHCLRGIO MOROIO

Kanufacturer/ Lr. Gustav Kiein Gmbl & Co, KG Steinenfeld 3, 77736 Zell am Harmershach/
Bupo6Hux - | Ap. Nyeras Knaiu MBX & Ko. K™ Wratinerhanna 3, 77736 Henns am Xapuepetax.
Country of manufacture Germany / Himaduung

Kpafna-aupoBrni

‘Batch No. / Cepin Ne, . 23pn0726

T i e J iy

i UA/6931/01/07

10942

Vaiid uniinited 7 6eacTpokoso

Certlilicate GMP /
Coprigdinat GMP
Manufacturing License /

Ne DE_BW _(1_GMP_2021_0021 pig 02.02.2021 ao 16.10.2023

Co. KG sipn 02,02.2021

Ne DE_BW_01_GMP_2021_0021 from 02.02.2021 Gl 16.10.2023™

Ne DE_BW _01_MIA_2021_0010/ DE_BW_01_Dr. Gustay ileln GmbH &

Active stibstances /
Aiovi peYoprHK

{ NMCTA OCKKK SYXOre 6,3 MITeKCTRaKTY 30N0TYILHMEA CYXOro 2,8 Mr Ha |

pumpkin seads flour 200 myg /pumpkin globulin 100 mg/ dry extract of
aspen leaves 6.3mg/ dry extract goldenrod 2.8 mu by tablat 7 Gopouma
HaciRHy raplysa 200 mrf rapbysosore robyniny | 00 Mr/excTiakry

___|rabnerny o L 5
_ ]  SPECIFICATION / CIELQU®IKALIA _| RESULT / PE3YITBTAT
} Brawn, round tablet with convex surface /

APPEARENCE 7 30BRILHIW BXAMASA KOpUMHESI, KPYIN TaBnaTiy 3 OnyKnan corresponds/einnosinas
. _ N NOBEDXHERD N e
ODOUR J SANAX typical Frostamed®odour / corresponds/signorinac

- . | XapaxrepHun ans Fipocramena A
| TASTE 7 CMAK typical Prostamsd®odour / corresponds/aifgnosigas

ZAPEKTeplWA And [ipocTamMena

rea_an L TR,

4.8 - 5.3 mm/Mm 1 5.0 mrn/mm
411 — 11,3 mm/faia. . _ 4 111 mm/fram

IOENTITY (IAEHUTOIRALLS

Fingerprint Goldenrod exiract /

corresponds/sinnosinac

(Ph.Eur/Cep.Papm.2,9.6)

Fingerprint Trembiing poplar extract / corresponds/eignorinae correspondsinignosinae
Xpomarorpanma ERCTRAKTY NHCTH QCUKK . ‘ .

Fingerprint Ground Pumpkin Seed / corresponds/aipnosigae corresponds/pignosiyas
Apomarorpama GopoWwHA HaciHHs rapSysa

Average mass (n=20) / Uniformily of mass / 475.0 ~ 526,0 mgimr | 503.0 mg/ur

Cepeain Maca (n=20) / QanopiaicTs Mac corresponds/oignosinac corresponds/pignosinae

—— A . ——— Ty il i e L e e - i o

o —r——, A e——

 FURTHER TESTS / AOOATKOBI TECTH ™~
Resistance of crushing of tablets / Cridkicrs g0

-— e a— —— s Sy

48 Newlon

) .. P 1 _ ) ayk

snamy (Ph.Eur. / €p.dapm.2.9.8) | 34 Newton / nit af Newton

Waler content Karl Fisher / 6 - 4o
1 Buanatenus emlcry BOAK MeToaoM Kapna dilepa s 5'0, %1 m*aim. 5,0 % o ——— 4”’5 . .
1 Fat conlent soluble in petra-ether /

] . .. = ) a . 1 ¥ Y

BMICT UPY, NOSMUHHOTO B NeTRONaKHOMY edipi _10 U % I make. 10,0 % 6.8 A’, o
| Total Nifrogen / 3aranskuit azoy B.L0-7.0% o e 6.6 %

Assay (Quantitative Determinations) / BMICT (KinuKicHe BuatiauerHs) . o o

Quercilrin content / BMicT kssnunTpuny L miti/mis, 0.025 mg ()T 0.208 mg (ar)y v

BmicT TYyx0ro excIpakTy aofioTyiiHmKa

2.53 mg lar)/T

2.47 ~ 2,73 mg BilnA .
T (R T, 0.152 mg (mr}/T

Content of dry extract from lrembiing paplar

6.03 my (Mmr)/T




| pH-value / sHauenns pH (Ph.Eur. /

Dr. Gustav Klein GmbH & Co. KG

SPEGIFICATION | CHELIAGIKALIS

TRESULT PE3VIIETAT ]

PURITY TUACTOTA

Eup.dapm.2.2.3) 2.0-86.0

5,2

TAMC: no more than 10% CFU/g,
TYMC: o mare than 10? CFU/g

Not more than 102 CFU/g of o
Gram-hegative bacterla are resistant to bile:
The specific microorganism’

Salmonelia s absent in 25.g,

Microbiolagical purity / E. coli is sbsentin 1 g./ ot §
MikpoGionoriura unerora 3aransHa KinbRIcTL: aepoBHux ol respamsﬁa!
'(Ph.Eur.z’elap.ﬁiapm.'}_’;ﬁ.*l2,-'2.6;’3"1')’_ Mikpoopraniamia: He Binbwe. 10 KYO#K, BlAnGRINge
daranbHa KiRbKIcTb: LBINeBux | AphiKoBIX
rowtis; ne Bincwe 102 KVO/i. He Ginbwe
10% KYON rpaMHeraTushux Gaxrepil,
CTIAKWX A0 Qi KoByl. Cristyddiumi
MIKpoOPraHismi: sigeyTHicTs Salmonella s
BT U O . 251, E.colis1r. v
| BATCH SIZE / POSMIP CEPIf 6208 pack. / yn.
MANUFACTURE DATE / ATA BUAPOBHKLUTBA 06.12,2022
1 EXPIRY DATE / NPUQATHWIA IO 11,2025

Date of release of finished product / Data BUnyCKy
TOTOBOIO NDOAYKTY ’

20, MR1, 2023

boraHonngHo niancoigHicTk G,

{ haraby cerlify thal Ihe above informalion 18 authenllc and eccurate. This Balch of product has baen manulaclured, including packagingllabaelng and queilly contral al {he
abave monlionad site(s} in [ull complinncs willt lhe GMP requirements of fhe loca) Rogulalory Autherlty and with the specifications in e Markeling Aulhortzailon of the
imponing country or product spectfication fia for [ava slighlional Mediclnal Prodects. Tha balch processing, packaging ant analysls records were reviawed and fotnd (o be
in compliznee with GMP_/ 51, ¢ ssimue nianicaecs, nlaTeepaiyie, ko, Bkaana viswe dopsati & ApeTaBipHo § Tannow., Lo cephe npoaysUil ouroToni ((LOHETIEEE
YIakoBhy/ MapKYBAMHAY Ya HPODENE KoHTp oL W RkecHl va nswesrazganli ginesdyl b noonlE slaroalaHecTl 3 dunMaramit GMP, actaHoBme N MictienyM peiyaaToOpHHAL
CPIIHON, 8 Tanox sigtrosipia 4o cnaugkdianli, wo MicTHTLCE B psEcTpAMifsoMY Avche 860 Toprold niyenaii ¥PEINU-0upet MKa abo X kpaitiv-liaopTepa, Ak SR ORI
innoprosana, abo o gocee cnewddlkaulit Ha NPenapar And BocninyuyasHore NikapeLLars aacaty, MNporokoni elpoSduyTes, yoakeskd ta shashle DynH neporsianyTi ra

Catum / Data . " GUEKEL" ﬁi@ii‘i ﬁg 353%‘3 ﬁi ir@t;‘; %'}: g;igizdpz?;f:? ! Ynosronameta ocoba
70 MR7 207 giﬂir}ﬁf'tfﬁhlig-?’jr’?iiﬁ-;“{eéi Qi e s, ST
A o Fositach 1185 - 77332 29 smyHanrsrsh, s ST
Vel GZERSEANA0 - Fou IRAG.Go460E ‘




