lAnnex 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
valuation of Materials about
ntroduction of Changes to Registration
aterials during the Validity Period of
egistration Certificate (item 4 section

)

Preclinical study report

1. Name of medicinal product (registration [JIaGo-I'"EPII
certificate Ne, if any):

1) type of medicinal product according to [Homeopathic medicinal product with
which registration has been conducted or is [complete dossier
planned to be conducted

) studies conducted @ yes no if no, please justify

2. Pharmacology:

1) Primary pharmacodynamics No. Its preparation is in accordance with the
homeopathic principles, which differ from
conventional pharmaceutical methodologies.
Therefore, standard pharmacological studies
do not apply to this medicine.

2) Secondary pharmacodynamics No. Its preparation is in accordance with the
homeopathic principles, which differ from
conventional pharmaceutical methodologies.
Therefore, standard pharmacological studies
do not apply to this medicine.

3) Safety pharmacology 'Yes

4) Pharmacodynamic interactions No. Its preparation is in accordance with the
homeopathic principles, which differ from
conventional pharmaceutical methodologies.
Therefore, standard pharmacological studies
do not apply to this medicine.

3. Pharmacokinetics:

1) Analytical Methods and validation reports

) Absorption

3) Distribution PP s

1) Metabolism
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5) Excretion Not performed as the present application
oncerns a homeopathic medical product.

6) Pharmacokinetic Interactions (preclinical)

7) Other Pharmacokinetic Studies

4. Toxicology:

1) Single-Dose Toxicity No. Not performed due to the homeopathic
hature of the medicine. This approach is
consistent with the practices and principles
inherent in homeopathy, which are distinct
from contemporary toxicological
methodology.

D) Repeat-Dose Toxicity No. Not performed due to the homeopathic
hature of the medicine. This approach is
consistent with the practices and principles
inherent in homeopathy, which are distinct
from contemporary toxicological
methodology.

3) Genotoxicity: Yes
in vitro

in vivo (including supportive toxicokinetics [No. Not performed due to the homeopathic
evaluation) hature of the medicine. This approach is
consistent with the practices and principles
inherent in homeopathy, which are distinct
from contemporary toxicological
methodology.

4) Carcinogenicity:

[ong-term studies No. Not performed due to the homeopathic
nature of the medicine. This approach is
consistent with the practices and principles
inherent in homeopathy, which are distinct
from contemporary toxicological
methodology.

Short- or medium-term studies No. Not performed due to the homeopathic
nature of the medicine. This approach is
consistent with the practices and principles
inherent in homeopathy, which are distinct
from contemporary toxicological

methodology.
Additional studies
5) Reproductive and Developmental No. As the systemic exposure to active
Toxicity: substances is negligible, there is limited or no

data regarding the use of this homeopathic
medicine in pregnant, lactating women or
paediatric population.




Fertility and early embryonic development

No. As the systemic exposure to active
substances is negligible, there is limited or no
data regarding the use of this homeopathic
medicine in pregnant, lactating women or
paediatric population.

Embryotoxicity

INo. As the systemic exposure to active
substances is negligible, there is limited or no
data regarding the use of this homeopathic
medicine in pregnant, lactating women or
paediatric population.

Prenatal and postnatal toxicity

No. As the systemic exposure to active
substances is negligible, there is limited or no
data regarding the use of this homeopathic
medicine in pregnant, lactating women or
paediatric population.

Studies in which the offspring (juvenile
hnimals) are dosed
and/or further evaluated

As the systemic exposure to active substances
is negligible, there is limited or no data)
regarding the use of this homeopathic
medicine in pregnant, lactating women or|
aediatric population.

6) Local Tolerance

No. Not performed due to the homeopathic
nature of the medicine; the highly diluted
substances used pose minimal, if any, risk of
local reactions.

7) Additional Toxicity Studies:

Antigenicity (production of antibodies)

No. Traditional toxicity studies are not
typically performed as they are based on the

[mmunotoxicity

presence of pharmacologically active doses of

IMechanistic studies

substances, which homeopathy contends is not
applicable to its preparations.

Dependence

etabolites toxicity
[mpurities toxicity Yes
Other 'Yes

5. Preclinical study conclusions

As a summary of the safety of the JTaGo-T'EPII
it should be remarked that:

_As demonstrated with the risk assessment and
the comparison of the estimated first safe
dilution with the dilution degree of the drug
substances in the JIa6o-I'EPII, it can be
determined the existence of an acceptable
level of safety.

- Raw materials used to obtain the drug

roduct JTa6o-I'EPII are not obtained fmm




humans or human tissues, nor from animal or
animal tissues.

- The rationale behind the use of the excipients
(sucrose pillules and ethanol) is based on
homeopathic tradition.

- Due to the administration mode of the
finished product, special attention has been
taken to avoid microbial contamination. The
acceptance criteria that applies to the
homeopathic medicinal product JTaGo-I'EPIT
are described in the Ph. Eur. monograph
Homoeopathic pillules, impregnated (2079)
current ed.

- The manufacturer of the drug product,
Labo’life Espafia, complies with GMP
standards and is GMP certified by the Spanish
IAgency of Medicines and Medical devices
(AEMPS).

Applicant (registration
certificate holder)

(signature

(full name)

[an WILDERS, CEO

{Procedure amended by new annex 29 according to MoH Ukraine Order Ne 1528 of 27.06.2019 }
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Jlonarok 29
Jio Hopsaky npoBeeHHS €KCIIEPTU3H
peecTpanifHuX MaTepiaiB Ha JiKapchKi
3ac00H, [0 MOJAIOTECS HA ICPIKABHY
peecTpaLiio (epepeecTpalliio), a TakoxK
eKCIIePTH3HM MaTepialiB Mpo BHECEHHS
3MiH JI0 peecTpaliifHuX MaTepiasiBs
HPOTArOM il peecTpariiHOro
TIOCBITUEHHS
(nyHkT 4 po3aimy IV)

3BIT

Npo JOKJTIHIYHI 10 CTiKeHHSA

1. Ha3sBa Jiikapcekoro 3aco0y (3a HassBHOCTI -
HOMEP PEECTPAIIIHOIO OCBIYEHHS):

JlaGo-1'"EPII

a0 TUIaHy€eThCS PeeCTparlis

1) Tum nikapcbKoro 3acofy, 3a sIKUM NPOBOJIMIIACS

["omeonmaTH4YHHMI JTiKapChKHii 3aci0 3a MOBHHM JI0CHE

2) IpOBEIEH] JOCIKEHHS

® TaK Hi SIKIIO Hi, 0OIPYHTYBaTH

2. ®apmakosoris:

1) mepBuHHa papMaKoAHHaMiKa

Hemae, oCKiIbKH HOTro IPUrOTYBaHHS BiANOBIIA€
rOMEOIIATHYHMM IIPHHITATIAM, K1 BiIpI3HAIOTHCS BiJ|
3BUYANHNX (hapMareBTHIHHX METOIIB.

Tomy cranapTHi GapMaKoIOriuHi JOCIIDKEHHS

HE 3aCTOCOBYIOTELCS 10 IHOTO JIIKapChKoro 3aco0y.

2) BTOpHHHA (hapMakoJMHaMIKa

Hemae, OCKiBKH HOro IPUroTYBAHHS BiATIOBINA€E
roMeonaTHYHUM IIPHHITATIAM, SIKi BiJIPi3HAIOTHCS BiI
3BHYAiHKX (hapMalleBTHYHIX METOIIB.

Tomy crangapThi hapMaKoIOriuHi JOCIIIKEHHA

HE 3aCTOCOBYIOTHCS 0 OO JIKapChKOro 3acoly.

3) bapmakonoris Oe3nexu

Tax.

4) hapMaxogHHAMIYHI B3aEMOZIT

Hemae, OcKibKy HOTO IPUroTyBaHH: BIANOBIIAc
rOMEONaTHYHAM IPUHIIMIIAM, SKi BiIPi3HIIOTHCS Bif
3BHYAMHMX (PapMAIEBTHYHHX METOIIB.

Tomy cTaHgapTHi (hapMaKoIOTiuHI JOCIPKEHHS

HE 3aCTOCOBYOTLCS JI0 IBOI0 JKapChKOTo 3acoly.

3. dapmMakoKiHETHKA:

1) aHaiTHYHI METO/JMKH Ta 3BITH W00 iX
BaJTi 1ALl

He npoBOAMIOCH, OCKIIBKY 3asiBa HA JEPIKABHY PEECTPAILIO
Mo/IaHa HA FOMCONIATHYHHHE JIIKApChKHi 3acil.

2) BCMOKTYBaHHSI

3) po3moia

4) meTabounizm

5) BUBEICHHS

6) papmaxokiHeTHuHI B3aeMOil (JIOKITiHIYHI)

7) iHi papMaKOKiHETHYHI JOCHJKEHHS

4. ToOKCUKOJIOTis:

1) TokcHUHICTE ¥ pa3i 0IHOPA30BOTO BBEJIEHHS

He 1poBO/IMIIOCEH Uepe3 TOMEeOTIaTHUHy [PHPOLY
npenapary. [lei miaxia Bianmosijae mpakTHKaM Ta
IPHHIMNAM, 1110 IPUTAMAHH] TOMEONATIi, K

BIZPI3HSIOTHCS BLI Cy4acHOL TOKCHKOJIOTYHOI METO0JIOTTII.




2) TOKCHYHICTB Y pa3i HOBTOPHUX BBE/IEHb

He mpoBoHiIoch Yepe3 roMeonaTHIHy NPHPOLY
npenapary. I{eii mijxia BiAmoBiiae NpaKTHKaM Ta
TIPYHIIMIAM, IO IPUTAMAHH] TOMEOoNarii, AKi
Bi(PI3HAIOTHCA Bijl Cy4aCHOI TOKCHKOJIOT 4HOT METO/I0IOT 1.

3) reHOTOKCHYHICTh:
in vitro

Tax.

in vivo (BKJIHOYAKOUM JIOIATKOBY OIIIHKY 3
TOKCHKOKIHETHKH)

He npoBOAKIOCH Yepe3 FOMEONATUYHY IPHPOAY
npenapary. Llei miaxiza BiAnoBiac NpakTUKaM Ta
[PUHIHAIAM, 110 IPUTaMaHHi ToMeoInarii, Ak
BiPI3HATOTHCS BiJl CyYACHOI TOKCHKOIIOTIMHOT METO/I0TIOT1I.

4) KaHIIEPOTEeHHICTh:

He npoBOJMIIOCH depe3 TOMEONAaTHYHY IIPHPOTY

NI0OBrOCTPOKOBI TOCTI/KEHHS

npenapary. L{eit mizixin BiamoBiae npakTHKaM Ta

KOPOTKOCTPOKOBI IOCTIPKEHHS
a60 TOCIIIPKEHHS CEPEIHBOI TPHBAJIOCTI

IPUHIEIAM, 110 IPUTAMAHH] roMeonarii, sKi
Bi/(PI3HAIOTHCA Bijl CyYaCHOT TOKCHKOIOTiYHOT METO/OIOT L.

MOAATKOBI JOCTIIKEHHS

5) penpo iy KTHBHA TOKCHYHICTh Ta TOKCHYHHH
BIUIHB Ha PO3BUTOK MOTOMCTBA:

He npoBoamock. OCKLIbKA CHCTEMHUH BIUIMB JIIIOTHX
pEYOBHI € HE3HAYHHM, JIaHi 1OJI0 3aCTOCYBAHHS [[LOTO
rOMEONATHYHOTO NPEnapaTy BariTHAM, XKiHKaM y Mepioj
naxTarii Ta JiTaM o6Mesxeni abo BiICYTHI.

BIUTMB Ha (DePTHUILHICTH i paHHil eMOpIOHAILHUH
PO3BHTOK

He npoBoawiocs. OCKiIbKH CHCTEMHUH BIIUB JII0OYHX
PEUOBHH € HE3HAYHUM, JIaHi 1010 3aCTOCYBAHHS LILOTO
rOMEOMIaTHYHOT0 NPENapary BariTHHM, XKiHKaM y nepiof
naxTanii Ta gitsaM obMexeni abo BiACyTHI.

eMOpPiOTOKCHYHICTD

He nposoawusiock. OCKiTbKA CHCTEMHAH BIIJINB JIFOUHX
PEYOBMH € HE3HAYHUM, JaHi I0/10 3aCTOCYBAHHS 1IOTO
FOMEOIATHYHOrO NPENapary BariTHUM, XKiHKaM y Iepio]l
nakTaiii Ta JiTam obmexeri ado BiJICYTHI.

TnpenaraibHa i TOCTHATalbHA TOKCHYHICTD

He npoBommiock. OCKUIbKH CHCTEMHUH BIUTHB J(IFOYHX
PEUYOBHH € HE3HAYHUM, JIaHi MO0 3aCTOCYBaHHS IBOTO
rOMEOIATHYHOTO IpEeNapaTy BariTHHM, KiHKaM y Mepioz
naKTanii Ta JitamM obmexeni abo BiACYTHI.

TOCITKEHHSI, TIPU SKUX NpenapaT yBOJAUTHCA
MOTOMCTBY (HECTaTEBO3PLINM TBapHHaM) Ta/abo
OIIiHIOETHCS BigaieHa Jis

OCKiNBKH CHCTEMHWHA BIIMB JIIIOYHX PEYOBHH €
HEe3HAYHHUM, JaHl 11010 3aCTOCYBAHHS 11bOTr0
rOMEOTIATHYHOTO TIPENAPaTy BaTiTHHM, XKiHKaM y Mepiox
aKTamii Ta JiTaM obMexeHi abo BiACYTHI.

6) MicILieBa IEPEHOCHMICTh

He npoBogiiioch 4epes roMeonaTuaHy IpHpoay
npenapaty. BukopucTani BHCOKOPO3BEACHI PEUOBHHHU
MAIOTh MiHiMaJIbHi, KO HE YKOHI, PH3HKH MiCIEBHX
peakIiii.

7) 10IATKOBI AOCIILPKEHHS TOKCHYHOCTI:

Hemae. CTaHAapTHI TOKCHKOJIOTIYHI JOC/IKEHHS

AHTUI€HHICTH (yTBOPEHHS aHTHTLI)

3a3BHYAil HE IPOBOAATHCS, OCKIIBKH BOHH 0a3yloThCcs Ha

iMyHOTOKCHYHICTb

HasBHOCTI (PapMaKOJIOriyHO aKTHBHHX /103 PEYOBHH, 110, 34

MOCTiIKEeHHS MeXaHi3MiB il

yTBEPIKCHHAM FOMEOTIaTii, He 3aCTOCOBYFOTECA B il

iKapchKa 3alIeXHICTh

rpernaparax.

TOKCHYHICTh META0O0JIITIB

TOKCHYHICTD JOMINIOK

Tax.

HIIIE

Tax.

5. BUCHOBKHM 111010 AOKJIIHIYHOIO BUBYECHHS

V mizeymky moso 6e3nexu npenapary Jla6o-I'EPTI CHiJL
BiJ3HAYUTH HACTYITHE:

- 3rijiHO 3 OLIHKOIO PU3MKY Ta HOPIBHAHHAM [EPIIO]L
GesneqHol po3BeIEHOCT] 3 PO3BEACHICTIO JAII0YUX PEYOBUH
y JlaGo-I'EPI] BcTaHOBIIEHO MPHHHATHHIH PIBEHD Oe3mneKy.




- CupoBHHHI MaTepiaii, AKi BAKOPHCTOBYOTCS JUIA
orpumans npenapaty Jla6o-IEPII, e oTpumani iz
mozieit abo TX TKAHHH, a TAKOXK BiJ{ TBApHH a00 1X TKAHHH.

- O6rpyHTYBaHHS 3aCTOCYBaHHS JOTIOMIKHUX PEYOBHH
(LlyKpOBHX MLIFONb 1 €TaHOITy) Oa3yeThes Ha TOMENaTHYHHX
CTaH/apTax.

- V 3p'93Ky i3 crrocoOOM 3acTOCYBaHHs TOTOBOTO IIPOIYKTY
0co6MBa yBara NPUALIAETHCS YHHKHEHHIO MiKpOOHOT
xoHTamiHauii. Kpurepil mpuilHATHOCTI, SKI 3aCTOCOBYIOTHCSH
10 TOMeonaTHyHoro Jikapeskoro 3acody JlaGo-I'EPIL,
onucani y monorpadii ®@apmakoneii CBponeHcsKOro cor3y
"TomeomaTraHi mimoni, mpocoderi” (2079) noTovHoro
BHIAHHSI.

- Bupo6uuk npenapary, JIABO’JIAU® ICIIAHIS, C.A.,
sinnosizae cranmapram HBII i mae ceprudixar HBII Big
[CManCHKOTO areHTCTBA 3 JIKApCHKUX 3ac001B Ta MEIHIHHX

Bupobis (AEMPS).
3asgBHUK (BIIACHHK nionuc
peecTpariifHoro MOCBiI4EHHS)

(migmuc)

Cenepanpuuii gupextop Jlabo’ Jlaid bensris, Slu Bingepe
{I1. I.B.)

[Tepexnan BHKOH&HO 3 i ar )HA yKpalHCbKY MOBY mnepekiagadem JloBranb SLIO.

30.01. 2024p
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ex 30

o the Procedure for Conducting Expert
valuation of Registration Materials
ertinent to Medicinal Products
Submitted for the State Registration
(Re-Registration) and for Expert
valuation of Materials about
troduction of Changes to Registration
aterials during the Validity Period of
egistration Certificate (item 4 section

V)

Clinical study report

1. Name of medicinal product (registration
certificate Ne, if available )

TaGo-T'EPII

D. Applicant

LABO’LIFE BELGIUM, Belgium

3. Manufacturer

LABO'LIFE ESPANA, S.A., Spain

1. Studies conducted:

eyes no ifno,please justify

1) tyve of medicinal product, which has
been or will be registered

Homeopathic medicinal product with complete
dossier

5. Title of clinical trial, code number of
clinical trial

Recurrent herpetic genital or vrofacial episodes
treated by JIa6o-I'EPII: results of a
retrospective follow-up

6. Phase of clinical trial

Phase TV

7. Period of clinical trial

from February 2012 till January 2019

8. Countries, where clinical trial has been
conducted

The clinical data here presented come from
uncontrolled retrospective observational follow
up conducted with 20 general practitioners
(GPs) in Belgium, Spain, and France.

9. Number of trial subjects

planned: 50
actual: 42

10. Objective and secondary endpoints of
clinical trial

Evaluation of physicians on the effectiveness
of J1a6o-T'EPII treatment on recurrent
episodes of genital or orofacial herpes
infections.

Evaluation of the evolution of symptoms and
general status of patients under JIaGo-I'EPII
treatment.

11. Clinical trial design

This study was conducted with doctors
brescribing the Jla6o-I'EPII in routme
practice. ,;f :
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|Anonymized case reports were completed by
doctors based on their medical files and sent to
ILabo’life.

12. Main inclusion criteria [Patient presenting episodes of orofacial or genital
herpes infection

Patient with prescription of JIabo-I'EPII® at
visit VO

Patient with at least one follow-up visit

13. Investigational medicinal product, mode | JIa6o-I'EPII, sublingual
of administration and strength

14. Reference product, dose, mode of IN/A

administration and strength

15. Concomitant therapy Among the 15 patients, 4 patients were
prescribed concomitant treatments with
Jla6o-I'EPII:

Homeopathy: 2 patients; phytotherapy and
“nutrition”: 1 patient and nutritional
|supplements (vitamins): 1 patient.

Among the 27 patients, 6 patients were
prescribed homeopathy concomitantly with the
JTa60-T'EPII; 2 patients were prescribed other
micro-immunotherapy medicines (2LEID, 1
patient, and 2LZONA, 1 patient), homeopathy
(3 patients), Weleda treatment (1 patient)
concomitantly with the JIaGo-T'EPIL

16. Criteria for evaluation efficacy Evaluation of the evolution of the symptoms
and the general status.

17. Criteria for evaluation safety Evaluation of side effects and tolerance

18. Statistical methods Descriptive analysis of the collected
parameters

19. Demographic indices of studied 10-73 years, males and females

population (sex, age, race, etc.)

20. Efficacy results Genital herpes infection: The efficacy was
evaluated by physicians as good or excellent
for 72.7% of the patients.

Orofacial herpes infection: The efficacy was
evaluated by physicians as good or excellent
for 100% of the patients.

D 1. Safety results Since the beginning of the retrospective |
follow-up, no side effects have been rpported A, N,
by the patients. Moreover, tolerance “Was T T W




assessed as good or excellent for 100% of
patients.

22. Conclusion (summary)

The present results from cases collected before
and after the marketing authorization confirm
the results presented in the initial marketing
authorization dossier of JIago-I'EPII and
further supports the therapeutic indication:
Ta6o-T'EPII is a homeopathic medicine that
contains ingredients traditionally used in
micro-immunotherapy, as an udjuvant of the
immune regulation in the treatment of herpes
infections.

Applicant (registration certificate holder)

[an WILDERS, CEO
[ _abo'life Belgium

full name)

{Procedure amended by new annex 30 according to MoH Ukraine Order No 1528 of 27.06.2019.}.




Jlonarox 30
1o Topsiaky NpoBeIECHHS €KCIICPTH3N
peecTpanifiHiuX MaTepialiiB Ha JTiKapchKi
3aco0M, 1110 TIOJAIOTHCS HA JIEPXKABHY
peecTpallito (epepeecTpariio), a TAaKoX
eKCIEPTH3H MaTepialiB IPO BHECEHHS
3MiH JI0 peecTpalliifHiuX MaTepiais
MPOTATrOM Jii peecTpaniiHoro
MOCBITYEHHS
(nmyskT 4 po3giny 1V)

3BIT

npo KJiHi4He BHNPOOyBaHHSA

1. Ha3Ba nikapcskoro 3aco0y (3a HassBHOCTI -
HOMEP PEECTPaIiiHOTO MOCBITYCHHS)

Jla6o-I'EPII

2. 3a9BHHUK

JIABO’JIAH® BEJIBI'IS, Beabris

3. BupoOHuk

JIABO’JIAM® ICITAHIA, C.A., Icnanis

4. TTposeaeHi DOC/IIKCHHS:

P Tak Hi  SKIIO Hi, OOTPYHTYBAaTH

1) Tun siKapchKoro 3aco0y, 3a KUM
TIpoBO IMIIAcs 200 [IAHYEThCS PEECTPAILis

[oMeoTmaTHYHHUI JTiKapChKuif 3acid 3a OBHHAM JI0ChE

5. [loBHa Ha3Ba KJIIHIYHOTO BHUIIPOOYBaHH,
KO/IOBAHUl HOMEp KJIIHIYHOTO BUIIPOOYBaHHS

JTixysanns JTa6o-I'EPIT per/iuByIOuMX reHiTAIbHAX abo
opodaniaibHUX €ili30/IiB: PE3YIBTATH PETPOCIIEKTHBHOTO
NOCTIJDKEHHS

6. ®aza KIHIYHOTO BUIPOOYBaHHS

daza IV

7. Tlepion npoBeeHHS KJITHIYHOTO
BUNIPOOYBAHHS

3 motoro 2012 so ciuns 2019 pokis

8. Kpainu, 1¢ IpoBOAMIOCS KIIHIYHE
BUIPOOYBaHHs

[IpeicTaBiieHi KIiHIuHi JlaHi TOXOIATh BiJI
HEKOHTPOIBOBAHOTO PETPOCTIEKTHBHOTO JOCIIPKEHHS,
nposeeHoro 3 20 JikapaMH 3araibHOI IPaKTHKH (GP)y
bensrii, [cnanii Ta @pasmii.

9. KinpKicTb TOCITIKY BAHUX

saraHosana: 50
daxtuyna: 42

10. MeTa Ta BTOpHHHI il KITIHIYHOTO
BHUIIPOOYBaHHSA

Ouinka mikapsmu ebextusHocTi nikysanns Jlabo-I'EPII
[1I0J10 PEIM/IMBYICUHX eMi30/1iB reHiTambpHoi a60
opodaniansHoi repreTudHol iHPEKII.

O1iHKa PO3BHTKY CHMIITOMIB 1 3arajlbHOrO CTaHy
nauienTis mix dac nikysanss JIabo-I'EPIL

11. Tu3aitn kaiHiyHOrO BHIPOOYBaHHS

Lle foctipKeHHs GyJI0 IPOBEAEHO 32 YYACTIO JiKapiB, K1
npianadam Jla6o-I'EPIT y 3srdainiil mpaKTHii.
AHOHIMHI 3BiTH NP0 BUNAJIKH 3aXBOPIOBAHHSA Oy
cKiaeHi JiKapsAMu Ha OCHOBI IXHIX MeuuHuX (aiiiis i
naniciani 1o JJABO’JTANO.

12. OcHOBHI KpATEpiT BKIITOYEHHS

V maiienTa € enizoau opodaniansHoi abo reHiTalbHOT
reprieTH4HOT iHGEKIil

INamicnT i3 npusHadennam Jlado-I'EPII mix gac Bisuty VO
[NawicHT i3 MpUHAHMHI 3 O{HEM IIOBTOPHHM BI3UTOM

13. JlocnimKyBanuii Tikapebkuii 3aci6, cnocid
3acTOCYBaHHS, cuiia Jil

JTaGo-I'EPII
cyOJriHrBaIbHUH

14. TIpenapaT nopiBHSHHS, /1034, CTIOCI0
3aCTOCYBaHHS, CHIA Jil

HEMAE

15. CynyTHs Tepamis

Cepen 15 namienTis 4 manjenaram Oys10 NPU3HAUEHO
cymyTHs tepamis JlaGo-I'EPII:
CoMmeonaris: 2 nanienTH; BiToTeparnis Ta «XapayBaHHD: 1

narienT BAJL, (BiTaminm): 1 mamieHT.

12
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Cepen 27 nauieHTiB 6 MALiEHTIB OTPHMYBATH TOMEOIIATIIO
onnoudacHo 3 JIaGo-I'EPII; 2 nanieHTam 0HOYACHO 3
JTa6o-I'EPII Gy ipu3HayeHi iHI IpenapaTy Jiis
MikpoimyHotepanii (2LEID, 1 namient, i 2LZONA, 1
nawienT), romeonaris (3 nauientam), Tenapis Weleda (1
nanient) ogunodacHo 3 Jlabo-I'EPIL

16. KpuTepii oniHku e(pexTHBHOCTI

OrwiHKa 3MIHA CUMIITOMIB 1 3arajibHOrO CTaHy.

17. Kputepii ominku Oe3neku

OmniHka MOOIYHUX peakiiil 1 IepeHoCHMOCTI

18. CraTHCTHYHI METOIH

Omnuc ananisy 3i0paHux napameTpin

nomyJisii (Crars, Bik, paca, TOIIO)

19. Jlemorpadiusi MOKa3HUKH JOCIIDKY BaHOT

10-73 poKH, YOJIOBIKH Ta XKiHKH

20. PesynbTaTi eeKTHBHOCTI

[eHiTaibHA repreTHYIHa iHpeKnin: eGekTHBHICTE OyJia
OIiHEeHa JIiKapsaMH sk 1o0pa abo BiaMIHHA IS 72,7%
MAIIEHTIB.

Opodamianssa repretnysa indexuis: epexrusuicts Gya
ouiHeHa nikapsamu sk jo6pa abo Bixminna ams 100%
MAI[iE€HTIB.

21. PesynbraTi Oesnexu

3 1109aTKy PeTPOCTIEKTHBHOTO CIIOCTEPEKEHHS MAlICHTH He
nosizomisig mpo kojaHi moGivdi peaxii. Kpim Toro,
nepeHocHMicTh Oyia oliHeHa sk jobpa abo BiJIMIHHA J17151
100% nari€eHTiB.

22. BUCHOBOK (3aK/IFOUCHHS)

[loTouHi pe3yIsTaTH BHIA/IKIB, 3i0paHuX [0 Ta Mmicys
peecTpaliii JlikapesKoro 3aco0y, MATBEPIKYIOTh
pe3ybTaTh, npejcTasieHi B gocke Ha Jlabo-I'EPTI, i
10JIaTKOBO [iATBEPKYOTh TEPANEBTUYH] IOKA3aHHS:
JTa60-T'EPIT € roMeOIaTHYHUM TIPENapaToM, KU MiCTHT
iHrpelieHTH, K1 3a3BHYal BHKOPHUCTOBYIOTHCH B
MiKpOiMyHOTepaTii, K aJi JOBaHT iMyHHOT peryJIsilii mpH

niKyBaHHI repreTHIHNX iH(eKIiH.

3asgBHUK (BJIACHHK
peeCTPaLifHOro MOCBI YEHHS)

nionuc

(mipnuc)

[eHepanbHUi JUPEKTOP J1a60’ Jaiid bensris, SAn Bianepe

HepeKHﬂ.ﬂ BHKOH&HﬁIH%//OI Ha
30.01.2024p.

(II.1. B.)

yxpamchxy M’%By nepeknanaveM Jlosrane S.1O.




