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Annex 29

to the Procedure for Conducting Expert
Evaluation of Registration Materials
Pertinent to Medicinal Products
Submitted for the State Registration (Re-
Registration) and for Expert Evaluation
of Materials about Introduction of
Changes to Registration Materials during
the Validity Period of Registration
Certificate (item 4 section 1V)

nical study report

1. Name of medicinal product
(registration certificate N¢, if any):

Cefasinu
tablets

1) type of medicinal product according
to which registration has been
conducted or is planned to be
conducted

Homeopathic Medicinal product with full
registration dossier (bibliographic)

2) studies conducted

yes M no if no, please justify

Cefasinu is a homoeopathic medicinal
product.

The active ingredients are well-known
homoeopathic substances and have been in
medicinal use for at least ten years in EU with
recognized efficacy and acceptable level of
safety. The properties of these compounds are
described in the scientific literature. So,
Cefasinu tablets is a homoeopathic medicinal
product approved in Germany according to the
bibliographic application. The applicant did
not perform own preclinical studies.

2. Pharmacology:

1) Primary pharmacodynamics

Not applicable

2) Secondary pharmacodynamics

Not applicable

3) Safety pharmacology

Not applicable

4) Pharmacodynamic interactions

Not applicable

3. Pharmacokinetics:

1) Analytical Methods and validation reports

Not applicable

2) Absorption

Not applicable

3) Distribution

Not applicable

4) Metabolism

INot applicable

5) Excretion

Not applicable

6) Pharmacokinetic Interactions
(preclinical)

Not applicable

7) Other Pharmacokinetic Studies

Not applicable

4. Toxicology:

1) Single-Dose Toxicity
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[Not applicable
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2) Repeat-Dose Toxicity lNot applicable

3) Genotoxicity: Not applicable
in vitro

in vivo (including supportive toxicokinetics [Not applicable
evaluation)

4) Carcinogenicity: Not applicable
Long-term studies Not applicable
Short- or medium-term studies Not applicable
Additional studies Not applicable
5) Reproductive and Developmental Not applicable
Toxicity:

Fertility and early embryonic development [Not applicable
Embryotoxicity Not applicable
Prenatal and postnatal toxicity Not applicable

Studies in which the offspring (juvenile  |Not applicable
animals) are dosed

and/or further evaluated

6) Local Tolerance Not applicable
7) Additional Toxicity Studies: Not applicable
Antigenicity (production of antibodies) [Not applicable
[mmunotoxicity Not applicable
Mechanistic studies Not applicable
Dependence Not applicable
Metabolites toxicity INot applicable
Impurities toxicity Not applicable
Other Not applicable
5. Preclinical study conclusions Not applicable

Applicant (registration )
certificate holder) 20. FEB. 2024 I)f L
(signatire)

Dr. Hans Brand, General manager
(full name)




Honatox 29

1o [TopsiaKy IIpoBeIeHHS €KCIIEPTH3U
peecTpalifHuX MaTepianiB Ha JIKapehKi
3aco6u, 10 MOAIOTLCA Ha JIEPIKaBHY
peecTpaliio (epepeecTpaniio), a Takox
eKCIIEPTH3H MaTepialiB PO BHECEHHSA
3MiH 10 peecTpanifHHX MaTepianiB
IpOTAroM Iii peecTpanitnoro
MOCBIYEHHA

(nyuxr 4 poszainy IV)

3BIT
Npo AOKJIHIYHI JoCTiAKeHH

1. Hasga nikapcekoro 3aco6y (3a HagsHocTi[llepacnny

- HOMEP peecTpalifHOro NoCBiYeHH):
PP p 3 ) TabneTKH

1) Trn nikapceKoro 3acofy, 3a AKHM ["omeonaTuaHui Nikapchkuit 3acib 3a TOBHUM
npoBoauiIacs abo MIaHyeThes peecTpallis |peectpaniiinmm nocke (Gibniorpadiune nocke)

2) npoBeneH] JOCHIDKEHHS TaK Vi Ko Hi, 06IPYHTYBATH

Iledacuny - me roMeonaTHYHAI JTikapehicuif 3acib.
AKXTHBHI iHrpeaieaTH € nobpe BiJlOMIMEU
rOMeONAaTHYHHMH PEYOBHHAMH, AKi
BHKOPHCTOBYIOTHCS B MeIHIHHI ¥ €C mpoTtarom
[IOHaHMEHIIE IECATH POKIB i3 BUSHAHOIO
e(eKTHBHICTIO Ta MPUITHATHUM pPIBHEM Ge3IIeKH.
BracTUBOCTI LMX CIIONYK ONHCAaHi B HAYKOBiH
niteparypi. Takum uunOM, Lledacuny, Tabnerku -
Ile TOMEONATHYHHI TiKapChKui 3acif, cxsaneHuil y
Himeyunni 3riguo 3 6i6niorpadiunoro 3agBKox0.
BiracHHX JOKIIHIUHHX JOCTIIDKEHb 3assBHUK HE
IIPOBO/IUB.

2. dapmakonoris:

. He 3acTocoByeThes
1) mepeuHHA papmMakoarHaMiKa

: He 3acTocoByeTnes
2) BropuHHa apMakoauHaMiKa

g He 3actocoByeThbes
3) dapmaxonoris 6e3mnexu y

ol He 3acTocoByerses
4) hapmaxonHHAMIvHI B3aEMOIIT

3. dapMaKoKiHeTHKa:

: g . .. |He 3acTocoByeTbCd
1) apaniTU4YH1 METOOUKH TA 3BITH LIOA0 1X

Basipanii




2) BCMOKTYBaHHS

He 3acTrocoryeThes

3) pozmoain

He 3acrocoByeThes

4) meTabomnizM

He 3acTocoryeThCs

5) BUBCIACHHA

He 3acTOCOBYETHCH

6) hapMakoKiHETHYHI B3aeMOZi1
(moxniHivHi)

He 3acTocoByeThed

7) i1 (hapMaKOKIHETHYHI JOCTIDKEHHS

He 3acTocoByeThCo

4, Toxcuxonorid:

1) TOKCHYHICTB Y pa3i OTHOPa30BOTr0
BBEICHHS

He 3acTocoByeThes

4) KaHIIEPOT€HHICTh:

' y He 3acTocoByeThes
2) TOKCHYHICTE Y pa3i NOBTOPHHUX BBEJICHb
; He 3acTocoByeThes
3) reHOTOKCHYHICTh:
in vitro
o g He 3acTocoByerbes
in vivo (BKJIIOYaKO4d JOJATKOBY OLIHKY 3
TOKCHKOKIHETHKH)
He 3acTocoByeThes

TOBFOCTPOKOBI JOCIIIKEHHSA

He 3acTocoByeThCA

KOPOTKOCTPOKOBI J0CIIIIKEHHS
00 MOCHIIKEHHS CepeIHbO] TPHBATOCTI

He 3acTocoByeThbes

MOJATKOBI JOCHIIKEHHA

He 3acTocoByeThCs

5) penponyKTHBHA TOKCHIHICTD Ta
TOKCHYHHIT BIUIMB Ha PO3BUTOK IOTOMCTBA:

He 3acTocoByeThes

BIUTHB Ha ()ePTHIIBHICTE i panHii
eMOpioHaNBHHANR PO3BUTOK

He 3acTocoByeTECH

eMOpPiIOTOKCHYHICTD

He 3acTOCOBYETBCH

peHaTaNbHa | TOCTHATATbHA TOKCHIHICTh

He 3acTocoByeTBCA

IMOCTiDKEHHA, TIPH AKHX [Ipernapar
YBOAMTLCS IOTOMCTBY (HECTATeBO3PLUIHM

e 3acTocOBY€ETBCA
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TBapHHAaM) Ta/abo OIiHIOETHCA BifganeHa

6) MicIeBa IEPEHOCUMICTb

He 3acrocoByeThCs

7) NORATKOBI TOCIIKEHHS TOKCHYHOCTI!

He 3acTOCOBYETBCS

AHTHI'CHHICTD (YTBOPEHHS aHTHTLI)

He 3acTocoByeThCs

iMyHOTOKCHYHICTh

He 3actocoByeTnes

MOCIIDKEHHS MeXaHI3MIB IiT

He 3acTtocoByeThes

NiKapchKa 3aMeXHICTh

He 3acTocoByeThes

TOKCHYHICTE MeTaboniTis

He 3acTocoByeThCs

TOKCHYHICTE JOMIILIOK

He 3actocoByeThes

1HIIE

He 3acrocoByeThCA

5. BHCHOBKY 1IO0 JOKTIHIUHOTO
BUBUYECHHSA

He 3acTOCOBYETHCS

3agBHUK (BIAaCHHK
peecTpauiifHoro
MOCBiTYECHHA)

e
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20 moToro 2024 kl_ ¢

{(—n’f, i)
ap. Faue Bpanfi, I'enepaibiiil JUpeKTOD

-

(IL1.B.)
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Annex 30

to the Procedure for Conducting Expert
Evaluation of Registration Materials
Pertinent to Medicinal Products
Submitted for the State Registration (Re-
Registration) and for Expert Evaluation
of Materials about Introduction of
Changes to Registration Materials during
the Validity Period of Registration
Certificate (item 4 section IV)

Clinical study report

1. Name of medicinal product Cefasinu

(registration certificate N9, if available ) [tablets

2. Applicant Cefak KG, Ostbahnhofstr. 15, 87437
Kempten, Germany

3. Manufacturer Cefak KG, Ostbahnhofstr. 15, 87437
Kempten, Germany

4. Studies conducted: yes ®no if no, please justify

Cefasinu is a homoeopathic medicinal
product.

In general, no clinical studies are required
for obtaining a marketing authorisation of
a homoeopathic medicinal product. The
active ingredients are well-known
homoeopathic substances and have been
in medicinal use for at least ten years in
EU with recognized efficacy and
acceptable level of safety. The properties
of these compounds are described in the
scientific literature. So, Cefasinu tablets is
a homoeopathic medicinal product
approved in Germany according to the
bibliographic application. Therefore, the
applicant did not perform own clinical
studies.

A report of post-marketing experience with
1505 patients of both sexes is included in
section 5.3 of the dossier. The biometric
assessment evidenced a significant
decrease in the typical symptoms in case
of acute and chronic sinusitis such as
fever, running nose, headache and pain in
face when bowing forward the head,
headache, sleeping disorders, pain in face, | .
tiredness, impaired nasal breathing, 7| .50, -
affected sense of smell and lassitude. |- -7#00c,,
The tolerability of the treatment was = /.,
mainly rated as "very good" to "good". |. |-
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1) type of medicinal product, which has |Homeopathic Medicinal product with full

been or will be registered registration dossier (bibliographic)
5. Title of clinical trial, code number of |-

clinical trial

6. Phase of clinical trial ~

7. Period of clinical trial from till

8. Countries, where clinical trial has -
been conducted

9. Number of trial subjects planned:
actual:

10. Objective and secondary endpoints |-
of clinical trial

11. Clinical trial design ~
12. Main inclusion criteria -

13. Investigational medicinal product, |-
mode of administration and strength

14. Reference product, dose, mode of |-
administration and strength

15. Concomitant therapy =
16. Criteria for evaluation efficacy -
17. Criteria for evaluation safety ~
18. Statistical methods o
19. Demographic indices of studied -
population (sex, age, race, etc.)
20. Efficacy results =
21. Safety results -
22. Conclusion (summary)

Applicant (registration certificate 70.FEB. 0% |~

holder) /Q‘\\
(sigréture)
Dr. Hans Brand, General manager
(full name)

{Procedure amended by new annex 30 according to MoH Ukraine Order Ne 1528 of 27. 06 20}9 ) N
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Hopnatox 30

no IMopsaaky npoBeleHHA eKCIIEPTH3H
peecTpalifHAX MaTepiatiB Ha JIKapChKi
3aco0H, 1110 MOJIAI0TECA Ha JIepHKaBHY
peecTpalliio (mepepeecTpartiro), a TAK0K
eKCIIEPTH3U MaTepiaiB Ipo BHECEHHS
3MiH JI0 peecTpamiifHuX MaTepiasin
IPOTATOM Ail peecTpauiiHoro
TMOCBIYEHHS

(tyskT 4 po3ainy IV)

3BIT
npo KjaiHiyHe BHNPoOYBaHHA

epacuny

1. Ha3sga nikapcpkoro 3acofy (3a HasBHOCTL
TabIeTKH

- HOMep peecTpaniiftHoro noceigyenus)

Llechak KI', Oct6anxodurpacce 15, 87437

2. SavnmmK Kemnren, Himeyunna
KI', Ocrbanxodmrpacce 15, 87437
3. BupoOuuk HpGes kX, " horep
Kemnten, Himeyunna
4. [1poBeneH1 TOCITIJUKEHHS TaK Vui AKINO Hi, 06IPYHTYBATH

Iledacuny - e roMeoTaTHYHMIA JiKapehKHiA 3aci6.

Baaraji, s peectpanii roMeonaTH4HOro
JliKapehKOro 3aco0y He MOTPiOHI KIiHIvH]
JOCIIDKeHHs, AKTHBHI iHrpelieHTH € 106pe
BiJIOMHMH rOMeONaTHYHHMH PEYOBUHAMH, SKi
BHKOPHCTOBYIOTECS B MeHIuHI y €C npoTsirom
1oHaliiMeHIIe JeCATH POKIB 13 BU3HAHOKO
e(heKTHBHICTIO Ta MPHUHATHUM piBHEM Oe3reKu.
BiiacTHBOCTI IIHX CIIOJYK OITMCaH] B HayKOBif
niteparypi. Takum uunom, Ledacuny, Tabnerku -
1€ FOMEOTIaTHUHMIH JTikapchKuit 3acib, cxpaneHuit y
Himeuunwni 3riguo 3 6i6iorpadiunoro 3as1Bkor0.
Tosx, BacHuX JOKJIIHIYHHX JOCTIIKEHb 3aIBHUK HE
MPOBOJHUB.

3BiT NpPO MOCTMAPKETHHTOBHI JIOCBI] 33 y4acTi
1505 namientiB ofox crarelf BKIIOYEHO 10 po3AiTy
5.3 nocbe. bioMeTpudHa OLiHKa ITOKa3aja 3HAYHE
3MEHIIEHHSA THIIOBHX CHMIITOMIB y BHIIAJKY
TOCTPHX 1 XpPOHIYHUX CHHYCHTIB, TAKHX K
JIMXOMAHK4, HEJKHTh, TOJIOBHHH Oinb Ta Oiib B
00MHYYi IIpH HaXMITi TOJIOBH BIIEPE/l, FOJIOBHHUH
6inb, po3namu cHy, 6inb B o0muydi, BTOMA,
HOPYIICHHs HOCOBOIO [IUXAHHS, IOPYIIEHHS HIOXY 1
MJIABICTE.

ITepeHOCHMICTB JIIKyBaHHS B OCHOBHOMY
omiHOBanacs Bif «ayxe nobpe» 1o «xofpen.

AMM/{(//-(—ZKI LB,



1) Tan nixapeekoro 3aco0y, 3a AKUM
npoBoAKIacs abo IIaHYETLCS PeecTpallis

["omeonaTHyHuit Tikapchkui 3acib 3a NOBHUM
peccrpauiiinuM noce (6ibniorpadiune nocke)

5. IloBHa Ha3Ba KJIiHIYHOIO BUNPOOYBaHHS,
KOIOBaHHI HOMEp KJIiIHIYHOIo
BHNpoOYyBaHIA

6. (Paza KIHIYHOTO BUITPOOYBAHHS

7. Ilepion npoBeieH s KIiHIYHOTO
BHIIPOOyBaHHSA

1o

8. Kpaiuu, e npoBogunocs KiiHigHe
BUTIPOOYBaHH:

9. KinpkicTs JOCHIHKYBAHUX

3alianoBala;
(haxTHuna:

10. MeTa Ta BTOpHHHI LTI KIHIYHOTO
BUTIPOOYBAHHS

11. Jlu3aiin kIiHi9HOTO BHIPOOYBaHHS

12. OcHOBHI KpUTEpii BKITIOYEHHS

13. JocmipxyBanuii TikapchKui 3acib,
criocib 3acTOCYBaHHsA, CHiIa Jil

14, IlpenapaT DopiBHsAHHS, 4033, CIOCIO
3aCTOCYBAHHA, CHJIA Ml

15. CynyTHs Teparris

16. Kpurepii oninku eheKTHBHOCTI

17. Kpurepii oninku Ge3nexku

18. CTraTHCTHUHI METOIH

19. lemorpadivni moxasHEKH
nocniKyBaHol nomysuii (cTaTh, BiK, paca,
TOILO)

20. PesynbraTu epeKTUBHOCTI

21. Peaynbratu Gesnexn




22. BHCHOBOK (3aK/IIOUEHHS)

3asBHHK (BIACHHUK
peccTpaniiinoro MocBiTueHHs)

20 moToro 2024

np. 'ane Bpaun, enepancuuii gupexTop

A AnHe)

(IL.1.B)

Latel o
LA (T O AT
Postfach 1360 - 87403 Kemnt
Ostbahnhofstr. 15 - 87437 E(er?;g?rlzn
Telefon (0831) 57401-0
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