AEPKABHA CJIYKBA 3 TIKAPCbKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM Y KHIBCHKINA OBJIACTI

npos. Ceitnuusoi Hanii, 3, M.Kuis, 02099, ten/dbaxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
npo AIKICTH BBE3€HOI0 B YKpa'l'Hy nixapcucoro 3ac06y
09.07.2025 Ne 32687/25/10
XEBEPT® CUHYCITIC

(naliMeHyBaHHA NiKapChKOro 3aco0y 3riHO 3 peecTpaLiifHUM MTOCBIqUEHHAM)
Tabaerku no 10 TabdaeTok y 6Jictepi; 4 6yicTepn B KapTOHHIH KopoOui
((opma BunycKy, n03yBaHHs, BUL NAaKyBaHHS TIKapCHKOro 3acoly)

Homep peecrpauiiitoro nocsinuenns UA/13239/01/01 crpox i peectpauiituoro nocsinuenns 01.01.2099
Cepis nikapcbkoro 3acofy Ne 202805 KinekicTs BBE3€HOr0 Nixkapebkoro sacoby 500

Bupo6Hux Xesept Apunaimirrens I'M6X & Ko. KI', Himeuuuna
(naiimenyBaHHs BUpOOHMKA JIIKApPCHKOro 3acoby, KpaiHa MOXOIKCHHS)

Baeseno B Ykpainy CninbHe ykpaiHChKO-eCTOHChKE MIANPHEMCTBO Y popmi
TOBAPHMCTBA 3 00MekeHo0 BinmoBiganabHicTio "Onrima-Oapm,
JITA", inent. xon: 21642228

(HaiiMenyBanHs ta xoz 3a €APIIOY ropuauunoi ocobu abo npizeuie, iM'a, o 6aTbKOBI
bisnuHol 0cobH - mignpueMus, 1 MiCLie NPOKUBAHHSA TA PeeCTpaliiiHii HoMep 06IiKOBOT
KapTKH MIaTHHKA 0JaTKiB abo cepist Ta HOMep nacropTa)

IIporoxoa Bisyaasuoro xourposo sin 08.07.2025 Ne 2102/3.

3a  pesynbTaTaMH JIEPaBHOTO KOHTPOJIO BCTAHOBJIGHO, IO JiKapchkuit 3aci6 BBeseno B VYkpainy 3
AOTPUMAHHSAM BuMOT 3aK0OHOIABCTBA 00 3a6e3NeueHHs SKOCT] TiKapchKuX 3ac0o6iB.
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TIEPJKABHA CJYKEA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCBKI OBJIACTI |

nipo. CeiTymunoi Hanii, 3, m.Kuis, 02099, Tex/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOV 37078774

BUCHOBOK
PO AKicTH BBe3eHOro B YKpaiHy JikapcbKoro 3acofy-

18.11.2024 -~ Ne58968/24/10

XEBEPT® CUHYCITIC

(HaliMenyBaHHs JIkapChKOTo 3306y 3TiAHO 3 peectpallifHuM TIOCB XMEHHAM)
tabaerku no 10 Taéaerox y 6aicrepi; 4 GaicTepu B KApTOHHIA KopoGui

(popMa BHILyCKY, JO3YBaHHS, BUJ [TaKYBaHHS JiKapChKOTo 3ac00y)
Homep peectpauiiinoro nocsimuenns UA/13239/01/01 crpox mii peectpanifiioro mocsixen s 01.01.2099
Cepis nixapcrkoro 3acoby Ne 202805 KinbkicTs BBe3eHOTO Nikapcskoro 3acoby 4200

BupobHuk Xepepr Apunaiimitrens I'm6X & Ko. KI', Himeyyuna

(HaliMeHyBaRHs BUPOOHUKa JIKAPCBKOTO 3200y, KpaiHa HOX0LkeHHS)

Beesero B Ykpainy ToBapucrso 3 o6Mexenoro Bixnosinaneuictio "YHIBEPCAJIBHE
ATEHTCTBO "IIPO-®APMA", inenr. xox: 34414427

(HaliMeRyBaHHA T2 ko 3a €JIPTIOY ropuxmunoi ocobu abo npissuile, iM', 10 BaTeKOBI (hizudHOl
0cobu - mignpuemu, i Miciie IPOKUBaHHA Ta peecTpauiiinuii HoMep 00KOBOT KAPTKY IIATHHKA
roziaTKiB abo cepis Ta HOMep IacropTa)

TTpoTokon BisyansHoro kontpoimo six 13.11.2024 Ne 3533/1.

3a  pesylbTaTaMH JIEPKABHOTO KOHTPOINIO BCTAaHOBNCHO, WIO Jikapchkui 3aci6 BBEscHo B Vxpainy 3

JOTPHMAaHHSM BuMOT 3aKOHOABCTBA LI0A0 3a6€3MEUCHHS SKOCTI JIKapChKUX 3acobiB.
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<+ DEDERT

ARZNEIMITTEL

Ceprudikar akocri

[ata surotosnenHa:  24.11.2023

HasBa npoaykry: Xesept® Cunyciric

Tabnetxn MpupatHui go: 10.2028

Nikapcora dopma:

Onuc ynakosku: Mo 10 TabneTok y 6nicTepi, 4 Gnictepyt B KAPTOHHIN KOPOBLI 3 MaPKYBARHAM YKPATHCHKOKO
Ta IATUHCHKOIO MOBaMMU, A

Ne cepil: Poamip cepil: K-Tb BignpasneHux: Ne aHanisy

202805 12595 ynakoBoK 12570 ynakoBok 2023/01575

Cknap; 1 rabnetka mictute: Apis mellifica D4 10,00 mr, Baprisia tinctoria D4 5.00 wmr,

Cinnabaris (Hydrargyrum sulfuratum rabrum) D3 5.00 mr, Echinacea D2 30.00 mr,
Hepar sulfuris D3 10.00 mr, Kalium bichromicum D8 30.00 mr, Lachesis mutus D8 10.00
mr, Luffa operculate D4 60.00 mr, Mercurius bijodatus D9 70.00 mr, Silicea D2 5.00 mr.
Fuspongia officinalis 16 10.00 mr

Peecrpauiitte nocBigyeHHn 8 Ykpaini: Ne UA/13239/01/01 Tepmin aii: HeobmexxeHni

BupobHuKk: XeBepT ApyHaimitTrens 'm6X &Ko KT, HimeuunHa

Ho3Bin Ha BupobHuuTeo (niuexsia): DE_RP_01_MIA_2023_0001; ceprudikatr GMP: DE_RP_01_GMP_2023_0007

Agpecy BinAaHoOK BMpoBHULTBa: YKp. BUCHOBOK WO0 rigTBEpAXEHHA BiANOBIiAHOCTI
Bumoram GMP / giicHuin po:

XesepT ApLHanmitrens FTmOX &Ko.KIr 422/2023/C-823  crpox aji po 06.12.2025

IH fep Banxepsise 1, 55569 Hyccbaym

Tecr Crieuudikayin Pesynbrar
Onuc Kpyrni gsoonykni Tabnerku, 6inoro Bignosigae
Konbopy, 6e3 cneuudivuHoro sanaxy, 3
rpagipysanHam «fi» 3 060ox 6oxkis, Hes
BUAUMUX pedekTis
Posmip (mm)
Oiamerp / 9,1-9,3 9,2
BUCOTA 4,2-4,6 4,5
CepegHs Maca Ta BigXuneHHs Big 315,0 5% 315,7 (-0,5-1,2)
cepenboi macu (€.¢$.2.9.5) 18 i3 20 Tabnerok: + 5% signosigae
2 i3 20 Tabnevok : £10 % Bignosigae
laenTudikauia [4-cneKTp nosuHeH BignosifaTy Bignosipae
I4-cnekromeTpin (€.¢.2.2.24) CNEKTPY CTAHAAPTHOrO 3paska NaKTosu
CrivikicTs 0 posgasnioBaHHa (H) MiH, 35 66 (57 - 76)
(€.4.2.9.8) .
Crupanictb (%) (€.9.2.9.7) makc. 1 0,20
PosnagaHHa Tabn (xs) (€.9.2.9.1) Makc. 15 <1
MikpobionoriyHa yucrora:
(€.0.2.6.12; 2.6.13; 5.1.4)
AepobHi Baktepii (TAMC) makxc. 10*KyO/r <10
Fpubu (TYMC) makc. 10 KYO /r <10
Staphylococcus aureus BigcyTHi/ 1t 8iacyTHI
Pseudomonas aeruginosa BigcyTHI/ 11 BIZICYTHI

Komenmapi: --

3anBa npo cepTudikaiito:

"[JaHHuM cepTudikaToM NigTBEPAXY!0, Lo BULIEHaBeAeHa iHopMalis € JOCTOBIPHOK Ta TOYHOW. LA cepis Gyna
BUrOTOBNEHE, BKIIOUAIOUUN MAPKyBaHHA/NaKyBaHHS Ta KOHTPOIb AKOCTI Yy MOBHIA BignosigHocTi sBumoram GMP
BUOGHUM MICLIEBUM PETYITIO0NUM OPraHoM, & TaKoX Y BIMNOBIAHOCTI 3 3apeeCcTPOBaHOI0 cneumcblgguie;o
NpoTokonu BUPoBHUUTEAE, NakyBaHHA Ta aHanisis Bynv npoaHanisoBaHi | BusHaHi y BianosigrGeTi %%MM GMP.“

Lama axanisy: - 10.01.2024 3aHeceHo 8 HypHan: 10.01. 20,?’4** Be Al F-~£< 3 \

lpayisHuk nabopamopii: T. Miller ,/ ,/Cén Ay \0 ”\\
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%r} HEDVERT

ARZNEIMITTEL
Certificate of Quality

Product: Hevert® Sinusitis Date of production: 24.11.2023

Dosage form: tablets Expiry date: 10.2028

Packing description: 10 tablets in blister, 4 blisters in carton box with Ukrainian and latin letters

Batch No: Batch size: Scope of .de‘livery: Analysis Ne;
202805 12595 pc 12570 pc 2023/01575
Composition 1tabl contains: Apis mellifica D4 10.00 mg, Baptisia tinctoria D4 5.00 mg, Cinnabaris

(Hydrargyrum sulfuratum rubrum) D3 5.00 mg. Echinacea D2 30.00 mg, Hepar sulfuris
D3 10.00 mg, Kaliun bichromicum D8 30.00 mg, Lachesis mutus D8 10.00 mg, Luffa
operculata D4 60.00 mg, Mercurius bijodatus D9 70.00 mg, Silicea D2 5.00 mg,
Luspongia officinalis D6 10.00 mg

Registration Certificate in Ukraine: Ne UA/13239/01/01 Validity unlimited

The manufacturer: Hevert Arzneimittel GmbH&Co .KG, Germany

Addresses of manufacturing sites: UKR Conclusion of GMP compliance
of a manufacturer, valid till:
Hevert Arzneimittel GmbH&Co.KG, In der Weiherwiese 1, 55569 Nussbaum 422/2023/C-823  valid till
06.12.2025

Tests Specification Result

Appearance Round, white, biconvex tablets, conforms
with no specific odor, with « fi »
etched on both sides, without
visible defects
Size (mm)
Diameter / 9,1-9,3 9,2
hight {mm) 42-4,6 4,5
Uniformity of mass and deviation from 315,0 +5% 315,7 {-0,5-1,2)
mean {E.Ph.2.9.5) 18 out of 20 tablets: £5% complies
2 out of 20 tablets: £10% complies

identity Have to comply with reference complies
{R-spectrum (E.Ph.2.2.24) spectrum lactose
Resistance to crushing (N) (E.Ph.2.9.8) min. 35 66 (57 - 76)
Friability (%) (E.Ph.2.9.7) max. 1 0,20
Disintegration of tablets {min) max. 15 <1
(E.Ph.2.9.1)
Microbiological purity
(E.Ph.2.6.12; 2.6.13; 5.1.4)
TAMC max. 10 CFU/g <10
TYMC max. 101CFU /g <10
Staphylococcus aureus absent/1g absent
Pseudomonas aeruginosa absent/1g absent

Remarks: no

Certification statement (marked if applicable):

"| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including labeling/packaging and quality control in full compliance with the GMP requirements of local Regulatory
Authority and with the specifications in the Marketing Authorization. The batch processing, packaging and analysis

records were reviewed and found to be in compliance with GMP." D
Test date: 10.01,2024 Reported 772 . aldl01:2Q24
Lab. member T. Mdller e e\
Release: 4 b U w s, goin v, ppeme UTAN e/ Prag.  \53)
Head of C R\ ) CVERT oo o ool
Markus Heeg x{‘b&é‘f Al ARZNEIMITTEL hi' \F 3:4)«;3"""7\‘/5;)5/
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Hevert-Arzneimittel GmbH & Co.KG \%ﬁﬁ\gﬁﬁ/

In dgr Weiherwiese 1, 55569 Nussbaum
Postanschrift: Postfach 61, 55560 Bad Sobernheim
Telefon: 445 6751 910-0, Telafax: +49 6751 810150
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