JEPYIIKCIIYXXBA
NEPKABHA CIIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMHM ¥V KHIBCLKIN OBJIACTI

npocnext Banepis JloGanoscexoro, 51, m. Kuis, 03110, ren/daxe: (044) 2753030
E-mail: dls ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
HPO AKICTH BBe3eHOro B Ykpainy Jdikapcbkoro sacofy

25.06.2019 . Ne 39880/19/10

AHI'TH-XEEJIL C

{AafiMeAYBauis AKapChKOre 3aco8y 3riHe 3 PLecTpalifiiuM 10CsiMeH M)
rabxerkH, no 50 Tabuerox y koutelinepi moninponiienosomy; no 1 xoureiinepy B KopoGui 3
KapTOHY

{tbopma BunycKy, HO3yBaRIs, BH [FAKYBAHHA NKAPCLEOrD 35000y}
Howmep peectpauiiivoro nocaimenns UA/S900/01/01 crpox aif peecrpauiiiviore nocsiauenns 01.01.2099
Cepiz sikapeskoro sacoby Ne §7630 Kinskicts sBesenoro sixapeskoro sacoby 12000

BupobHsk bionorime Xalumsmitrens Xeenp ubX, HiMewunna

(nafimerysanis supofunka nikapeskoro 3acedy, kpaiHa ROXOCIKEHNS)

Baeserno & Vipainy Tosapucreo 3 oomexenoio signosigaasuicrio "IOBIAT ®APM
TPEMI", inenr. wop: 39278099

(1aiivenysaui Ta koa 3a EAPTIOV ropinuunol ocofu abo npisexe, iM's, no Sarskosi Gizwunot
ocobH - nianpaenus, § Micue NpoXuBRENA Ta peccTpaiBuuit Homep obnikosol kaprxu niATHEKE
nogaTkis abo cepin Ta HOMED NacnopTa)

Tporoxon sizyansrore kowrpome sin 25.06.2019 N 2278/1.

3a pesynsTaTaMi [IEDABHOTO KOHTPONIO BCTAHOBIEHO, (U0 Jikapchkuli 3aci  BBeleHO B Vxpainy 3
AOTPHMAHHAM BHMOT 33K0OHOZARCTSA OO 3a0e3NeeHus axoeTi nikapeekux 3acobis.

,Hepﬁxagﬂm kcnymﬁzz 3 Jnmpcsmx 3acobis . -
Ta;tc;ﬁ’rpomo 3:@ HapkoTHKamu y Kaiecpkiit A 7 O.B. Ropanesmg

Vi %

{nianxc) (iniuiam T2 npizsuae)




Product;
Hpoayrnis:

A4 L.

-Heel

Biclogische Heilmittel Heel GnibH
Baden-Raden, Germany

QUALITY CERTIFICATE [ CEPTH®IKAT SIKOCTI

ANGIN-HEEL® S, tablets N: 50 in containers
AHTTH-XEEJD C, rabaerxn No3§ y xourefinepax

Batch Ne: 87630 Batch quantity produced in fotal {packs): 26130
Homep cepii: 87630 Kinswiers npogyrnil B cepif (ynarenor): 26130
Manufacture Date 29/04/2019 Registration leense number: UA/5906/01/01 validity period unlimited
Jara pupobanursa: 29/04/2619 Homep pecerpauiiinors noceiagenns: UA/S906/01/01 vepwmin aif neobmemenisii
Expiry date: 03/2024 Country of origin: Germany
Tepmin rpuaatTHocTi: 03/2024 Kpaiua goxogwenns: Hisewusnna
Testing point / Specification / Results / MM
Horuanugu giocmi Crewudirayin Peayanmany Memoou kormponio
Description Circular, planar tablets with facet. Corresponds. QUM, ft, |, visually

Omue Kpyrai naocxi vaberien 3 fackoin. Bianosinae, MKH, 1.1, sisyansuo
Odour Odourless. Corresponds. QUM It 2, Ph. Eur. 2.3.4
Janax be3 zanaxy. Bianesinac. MKS, n.2, Cap.@, 234
Colour White to yellow-white, colour field 1A1-1A2. White.colour field | QCM, 1.3, visually,
1Al pocket encyclopedia of colours
Muster-Schmidt
Kounip Big 6inoro Ao wop70-6i0070, WKAAA KOALOPIB Biauit, mkana MEKS, 1.3, sizyansho,

TAT-1A2.

roasopis 1A1 KHIIEHLROBA eHLWIKIONe N

Konnopis Muster-Schmidt

Average weight 298-304 mg, nominal mass: 301,5 me. 302 myg QCM, 1L 4. Ph. Eur, 295
Cepenun vaca 298-304 mr, nominaasna maca: 3015 mr. 302 mr MK, nd, Cap.D. 295
Uniformity of the mass Must correspond o Ph. Eus, Corresponds. QCM, It. 5, Ph, Eur. 29.5
Oawopinuicrs macy Mac sinnopizntu €ap.d. Bianosizac. MKS, 1.5, €ap.®.2.9.5

Disintegration time
Posnananug

Not more than 15 minutes,
He dinpue 15 xsuausH,

QUM, 1. 6, Ph Fur, 2,01
MK, n.6, Cep.d.2.9.1

342 minuies
342 xpuann

Friability Max. 1,0%. 0,3 %% QUM, It 7, Ph. Fur, 2.9.7
Crupanicrs Mawe. 1,0%. 4,3 % BMKH, 07, €Capab, 2.9.7
Hardness 30-70 N, 32N GQUM, It. 8, Ph. Eur, 2.0.8
Criitxicry a0 30-7¢ H. 52 H MK, 0.8, €sp.@. 2.9.8
POIAABAIDBAHUR

Microbiological purity

Mirkpobionoriuna uncrora

Ph. Bur, 5.1.4:

TAMC: max. 107 CFU/g,

TYMC: max 10 CPU/s.

Staphylococcus aureus ( in 1 g): absence,
Pseudomonas aeruginosa { in 1 g} absence.
€pp.@. 5.1.4:

TAMC: make. 10°KYO/r,

TYMC: marce. 168" KYQ/r,

Staphylococens avreus { 8 1 r): BlacyTHICTD.

Psendomonas aeruginosa { s 1 v} sigeyraicTs.

QUM, 1. 9, Ph. Eur. 2.6.12,
< 10 CFlUig 2,643
< 1 CFU/g
Caorresponds.
Corresponds.
MKH, n.9, €sp.d. 2.6.12,
< 1 KYO/r 2.6.13
< W KYO/r
Bianoeinzae.
Bianosinae.

Site of manuficture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str, 2-4, 76532 Raden-Baden, Germany,

Manufacturing and quality control Heense number: DE_BW_01_MIA_201 3_0026.

BiipoSupun alnsuyna: Bionoriwe Xaftnomitreas Xeeas I'm6X, J-p Pewener-uitpace 2-4, 76532 Gapen-Bagen, Himeuunna,

Homep atuensii na supofuuureo va xonrpoto sxocri: DE_BW 61 M 1A 2013 0026,

! hereby confirm that the above information is authentic and accurate, This beaich af product has been manufactured, including
packaging/labeling and quality conirol at the above mentioned recognized building in fiull complicniee with GMP requirements of the local
regulatory authority and with speeification in the marketing authorization of the importing cowntry. The hotch processing, packaging and
analysis records were reviewed and found to be in complionee with GMP.

ust 11 niomeepdacyro, o naged
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Name /[A115:
Signature / Hignuc:

Pasition / ocaga:

Date of release / Hara sunycexy cepil 8 npogans:

28.052019

it duiie ingopstanin ¢ cnpagsenso | mounow. Cepis RpERapamy Oyad uzOMoGAeH I, 8 oMY
OV KOumpoiio sXocmi 1a M3naveniii sune supobnusiii dirsnuyl 8 noeui

Z ﬁnum;ré‘ {Iparmuru (GMF), semanoeientiy MicKeauM Peeyaamopiest opeanos, a
Wirepedfauennx y Jinensii na gupobnunmeo xpainu-innopriepa 3 cnerupiragizvu
AiRUpCorX Jacofio. JORyMenmanin cniocosio suposHuLmea, RaryeutnA |

g0 aona eionosioac aumozan Harexcnot Bupotnuvol paicmuru (GMP).

Dr. Martin Kithn - J-p Mapmin Kion,
s

Qualdity Control Manager / Ynosnosasicens 0coba 3 Kommpoir sxocmi

Biologische Heilmittel Heel GmbH, Dr.-Reckeweg-Str, 2-4, 76532 Baden-Baden, Tel.: +49 (N722 1/S01-00, Fax: +49 (0)7221/501-640
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JEPXJIIKCIIYKBA VKPATHU
AEPKABHA CIVIKBA 3 JI"I"KAPCI:I(F_{X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU ¥ KUIBCLKIHN OBJIACTI

npocnext Banepis JToGanoseskoro, 51, m. Kuie, 031 10, Ten/haxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kop €APIIOY 37078774

BHCHOBOK
PO #KICTH BBE3EHOro B Ykpainy jaikapebKoro 3acoby

11.03.2020 Ne 10046/20/10

AHTIH-XEEJIL C
(nufimerysanng nikapeskore 3acoly sriguo 3 PeECTPALITHMM DOCHIAYEHHSM)
Tabuerky, 1o S0 rabnerox y Koureiinepi nosinponiienosomy; no 1 Konreiinepy B xopofui 3
Kaprony
(thopuia BHuYCKY, JI03YBANIIL, BHA NAKYBAIIA JIKAPCLKOTO 35000Y )

Howmep pecerpauilinoro nocsizennas UA/5900/01/01 crpox nii pecctpaniiitioro nocsinyesia 01.01.2099
Cepin nixapeskoro sacoby Ne 89905 Kinvkicts neesenoro nikapenkaoro sacoéy 12000

BitpoGhitk Bionorime Xafinemitrens Xeens I'mM0X, HiMeuysua
(1aitvenypanns snpofimxa ikapenkoro 3aco0y, KpAina OXO/BKCH 1)

Bresenio B Yipaiiy Tosapnerso 3 obmexenoto sianosinansuicrio "TOBIAN ®APM
TPEUI", incur. won: 39278099
{uafisrenysanns ra koz 3a €JPIIOY FopiAaHulol ocobu 200 npissuriue, iM's, 1o GarLEoRi izmnunor
ocobu - nianpuesng, T Micue npowHBaHIs T4 peceTpauiiiinit nomep oGnikonol kapTiH waTiKa
nonarkis abe cepis Ta nomep nacnopra)

IlpoTokoa sisyanuuore koutponw pin 28.02.2020 N 0629/1.

3a  pesynsraTaMi  [epEKaBHOTO KOHTPONO  BCTAHOBRCHO, W0 NiKapchkuii  3acid  Bposeno B Vrpatuy 3
AOTPHMAHHIM BHMOr 3aKOHOABCTBA OO 3a0€3NEYEHHA AKOCTI niKapebKix 3acodis,
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~-Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT JKOCTI

Product; ANGIN-HEEL® 8, tablets Ne 50 in containers
Hpoayruisn; AHI'TH-XEEJIb C, Tabnerxn NeS0 y xonreiinepax
Batch Ne: 89905 Batch quantity produced in total (packs): 26147
Homep cepil; 89905 Kinbkicrs npogyxuil B cepil (ynaxosox): 26147
Manufacture Date 15/11/2019 Registration license number: UA/5900/01/01 validity period unlimited
HaTa supobanuTea: 15/11/2019 Homep peecTpanifinoro nmoceiguenns: UA/5900/01/01 Tepmin 1l meofmexcennii
Expiry date: 10/2024 Country of origin: Germany
Tepmin npuaaTaoeTi; 10/2024 Kpalaa noxomgxennn: Himewanna
P Control methods/
Testing point / Specification / Results / Mgo " T— rm;o o
Hoxaspuxn axoemi Cneuubixauin Pesyavmamu £LEMOCH KoNmponio
Description Circular, planar tablets with facet, Corresponds. QCM, It. 1,visually
Onue Kpyrai naoext TaGaerxn 3 hackoio. Binnosizac. MKJI, n.1, siayaasno
Odour Odourless. Corresponds, QCM, It. 2, Ph, Bur. 2.3.4
3amax Bes 3anaxy. Bianosigae. MK, n.2, €ap.®. 2.3.4
Colour White to yellow-white, colour field [A1-1A2. ‘White,colour field QCM, It.3,visually,
1Al pocket encyclopedia of colours
Muster-Schmidt
Konip Bia iinoro a0 mosT0-Ginoro, nkana KoakopiB 1A1-1A2, Binuii, wxana MK, n.3, sisyanso,
Koanopis 1A1 KRAIWCHLKOBA eHUNKI0NERin
‘ konLopis Muster-Schmidt
Average weight 298-304 mg, nominal mass; 301,5 mg, 302 mg QCM, It. 4, Ph. Eur. 2.9.5
Cepenns maca 298-304 mr, wominaasna maca: 301,5 mr. 302 mr MK, nd, €sp.®, 2.9.5
Uniformity of the mass Must correspond to Ph, Eur. Corresponds. QCM, I, 5, Ph. Eur. 2.9.5
OnnopianicTs Macn Mac sirnosinatu €ap.®. Bianosinae. MKA, n5, €sp.®.2.9.5
Disintegration time Net more than 15 minutes, 3,45 minutes QCM, It. 6, Ph. Eur, 2.9.1
Posnananns He Ginbnre 15 xpnaus, 3,45 xeunun MK, 0.6, €8p.®.2.9.1
Friability Max, 1,0%. 02% QCM, It. 7, Ph, Eur. 2.9.7
Crupaniers Maxe, 1,0%. 0.2 % MEKHA, 0.7, €ap. @, 2.9.7
Hardness 30-70N. 35N QCM, It. 8, Ph. Eur. 2.9.8
CrifikieTs no 30-70 H. 535 H MK, n.8, €sp.P, 2.0.8
PO3AABIIOBANNA
Micrabiological purity Ph. Eur, 5.1.4: QCM, It. 9, Ph. Eur. 2.6.12,
TAMC: max. 10* CFU/g, < 10 CFU/g 2.6.13
TYMC: max,10' CFU/g, <10 CFU/g
Staphylococeus aureus { in I g): absence, Corresponds.
Pseudomonas aeruginosa ( in 1 g): absence. Corresponds.
MixpoGionoriung wncrora E€rp.W, 5.1.4; MK, n.9, €ep.@, 2.6.12,
TAMC: make. 10°KYO/r, <10 KYO/r 2.6.13
TYMC: maxe. 10' KYO/r. <10 KYO/r
Staphylococcus aureus (B 1 r): BiACYTHICTE. Bianozinae,
Pseudomonas aeruginosa (8 1 1); BiCYTHICTD, Bignosigae,

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-Baden, Germany.
Manufacturing end quality control license number: DE_BW_01_MIA 2019 0055,

Bupobunua ainnuuun: Biosorime Xatnsmitrens Xeens I m6X, I-p Pekcser-inTpace 2-4, 76532 Bagen-Bagen, Himewaunna.

Homep niuensif na supoSunnTeo Ta KOHTpOMIO AxocTi: DE_BW_01_MIA_2019_0055,

I hereby confirm that the above information is authentic and accurate, This barch of product has been manufactured, including
packaging/labeling and quality control af the above mentioned recognized building in full compliance with GMP requirements of the
local regulatory authority and with specification in the marketing authorization of the importing country. The balch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.

Lum 2 nidmeepdacyro, wo nasepena sun{e ingopmania e cnpagxensoro i mouno. Cepia npenapamy dyna suzomoanena, 8 momy
uneni ynaxogana i nepegipena, ¢ Meseax RPOYeOVPH KONMPORIO AKOCIN 1A 3a3Havenii sunie supoSnuyii dinvnuyi 8 nognii
siohogionocmi 0o sumoz npasun Haneorcnol Bupoduwol Hpaxmuru (GMP), scmanosnenux micyesum PE2YNAMOPHUM OP2alioM, o
TGKOMC 6 Noshid eionosidnocmi do cneyudicanis, nepeddavennx y Jdigensii na euposuuymeo Kpainu-imnopmepa 3i
crenupirayiamu Ha npodyryi, nepedbauenumu Oa docnidxcyaanx nixapcvrnx sacobis, Joxymenmayia crocosnp
SUPOBRIKMEn, HAKyeania | GHanizy cepil fyaa nepesipena, i Gyno scmanoeneno, wo sona sidnosioac sumozam H
Bupobnuuel Hpaxmuxu (GMP),

Name /TI1B: Dr. Martin Kiihn ~ /T-p Mapmin Kion,
Signature / ignuc: A————

g e
Position / Ilocapma: Quality Control Manager / ¥Ynoeuogadcen@\oc

Date of release / lata Bunycky cepil B npopass: 19.12.2019




-Heel

Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI

Product: ANGIN-HEEL® S, tablets Ne 50 in containers
Ipoaykunin: AHTTH-XEEJIb C, Tadnerxku NeS0 y kouTeinepax
Batch Ne: 90554 Batch quantity produced in total (packs): 25979
Homep cepii: 920554 KinexicTs npogyxnii B cepil (ynakoBok): 25979
Manufacture Date 24.01.2020 Registration license number: UA/5900/01/01 validity period unlimited
JlaTa BapoGuuuTRa: 24.01.2020 Homep peecTpaniiiHoro nocsindessn: UA/5900/01/01 vepmin aiil meobmemennii
Expiry date: 12.2024 Country of origin: Germany
Tepmin npraaTHOCTI: 12,2024 Kpaina noxonamenns: Hiveguuna
Testing point/ Specification / Results / Lot e
. s e Memodu xonmponio
Hoxasnuru axecmi Cneuugixauia Pesynsmamu
Description Circular, planar tablets with facet. Corresponds QCM, It. 1,visually
Onuc Kpyrai nnocki TabneTrn 3 dackoro. Binnosinae MKA, n.1, sisyansuo
Odour Odourless. Corresponds QCM, It. 2, Ph. Eur. 2.3.4
3anax Be3 3anaxy. Binnmorinae MKA, n.2, €sp.D. 2.34
Colour White to yellow-white, colour field 1A1-1A2. White, colour field QCM, It.3,visually,
1A1 pocket encyclopedia of colours
Muster-Schmidt
Komip Bin Ginoro ao sxoBT0-Ginoro, mxana xoasopis 1A1-1A2. Binmii, mxana MK, n.3, sisyaasno,
Koasopie 1A1 KHINeHLKOBA eRMAKI0NeIia
koasopis Muster-Schmidt
Average weight 298-304 mg, nominal mass: 301,5 mg. 302 mg QCM, It. 4, Ph. Eur. 2.9.5
Cepeans maca 298-304 mr, nominaaena maca: 301,5 mr. 302 mr MK, n.4, €np.®, 2.9.5
Uniformity of the mass Must correspond to Ph. Eur. Corresponds QCM, 1t. 5, Ph. Eur. 2.9.5
Opuopianicrs macn Mae signosipatu €sp.d. Bianorsinae MK, n.5, €ep.®.2.9.5
Disintegration time Not more than 15 minutes. 4,87 minutes QCM, It. 6, Ph. Eur. 2.9.1
Poznaganns He Gineme 15 xennun. 4,87 xpnann MKA, n.6, €ep.®.2.9.1
Friability Max. 1,0%. 0.2 % QCM, It. 7, Ph. Eur. 2.9.7
Crapanicts Maxe. 1,0%. 0,2 % MK3, n.7, €ep.0. 2.9.7
Hardness 30-70 N. 63N QCM, It. 8, Ph. Eur. 2.9.8
CriiikicTs g0 30-70 H. 63 H MKS, 0.8, €8p. 0. 2.9.8
PO30ABIIIOBAHHSA
Microbiological purity Ph. Eur. 5.1.4: QCM, It. 9, Ph. Eur. 2.6.12,
TAMC: max. 10* CFU/g, <10 CFU/g 2613
TYMC: max.10' CFU/g. <10 CFU/g
Staphylococcus aureus ( in 1 g): absence. Comresponds
Pseudomonas aeruginosa ( in 1 g): absence. Corresponds
MixpoGionoriuna €Bp. 0. 5.1.4: MKA, n.9, €sp.®. 2.6.12,
wmeTOTA TAMC: make. 10°KYO/T, <10 KYO/r 2.6.13
TYMC: make. 10" KYO/r. <10 KYO/r
Staphylococcus aureus ( B 1 r): BiacyTHICTE. Bignosinac
Pseudomonas aeruginosa ( 8 1 r): sincyTmicTs. Bignosinac

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-Baden, Germany.

Manufacturing and quality control license number: DE_BW_01_MIA_2019_0055.

Brpo6unya ainenuus: Bionorime Xainsmitrens Xeenn I'moX, I-p Pexeser-wrrpace 2-4, 76532 Baaen-Baaen, Himeuunna,
Homep ainensii Ha BupoSHuuTEO Ta KoHTpoako axocTi: DE_BW_01_MIA_2019_0055.

I hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured, including

packaging/labeling and quality control at the above mentioned recognized building in full compliance with GMP requirements of the local
regulatory authority and with specification in the marketing authorization of the importing country. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP.

Ilum 2 niomeepoacyro, njo Hagedena sunie inghopmania € cnpagycnvoro i mounoro. Cepia npenapamy byna enzomosiiena, 8 momy Hucii
ynaxosana i nepesipena, ¢ Medxcax NPoRedYPR KOHMPONI0 AKOCI Ha 3a3HAYEHTA eue upobHu YT dinbnunisszceuili eidnosionocmi do
sumoz npaenn Hanesenot Bupobnuyor Ipaxmuxu (GMF), crnanosnenux Micyeeum pezynsmopuum oreanon, a'me %o nosmu
gionosionocmi 0o cneyupixanin, nepeobavenux y JTivensii na éupobnuymee Kpainu-imnopmepa 3i m{r.wgg)imumn\w
nepedﬁauenmu ana docniducysanux mrmpcbxnx 3acobis. )Toxymeumaum CIMOCOGHO 6 HUMEH, KIS THRA i aua.ni'a}

Name /TI1B:
Signature / Ilinome:

Position / ITocaga:
Date of release / [lata Bunmycky cepii B npogask:



JIEPXJIIKCITIYKBA
NEPKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KUIBCHKIN OBJIACTI

npocnekT Banepis JloGaHoscbkoro, 51, M. Kuis, 03110, Ten/paxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua https://www.dls.gov.ua, Kon E€IPTIOY 37078774

BUCHOBOK
Npo AKICTH BBe3eHOro B YKpaiHy JikapcbKoro 3acody

08.09.2020 Ne 44405/20/10

AHI'TH-XEEJIb C
(malimenyBaHHs NiKapchKOro 3aco0y 3rilHO 3 PEECTPaUiiHHM MOCBIAMCHHAM)
Tabserku, no 50 TabJeToK y KoHTeiiHepi noinponiieHoBomMy; mo 1 xonTeiinepy B KopoOui 3
KapTOHY

(opma BHIYCKY, 103yBaHHs, BHJL NAKYBAHHSA JiKaPCHKOTO 3aco0y)

Howmep peectpauitinoro nocsizuenns UA/5900/01/01 ctpok aii peecTpauifiHoro nocsixdeH A 01.01.2099
Cepis nikapcbkoro 3acoby Ne 90554 KinbKkicTs BBe3€HOrO Jikapchkoro 3acoby 25979

Bupo6Huk Bionorime Xaiinemitrens Xeens I'm6X, Himeuunna
(naliMenyBaHHs BUpoGHHKa JliKapebkoro 3acoly, kpaiHa MOXO/ZKEHHHA)

Beeseno B VkpaiHy Tosapuereo 3 06Me:xeHol0 BimmoBitansHicTio "IOBIANl ®APM
TPEMJI", inent. xon: 39278099

(HaiimenyBanus Ta koa 3a €JIPTIOY opuauunoi ocobu abo npissuule, iM'a, no GarsroBi (isHyHOT
0COGH - MiANPHEMLS, TT MiCLIe IPOKMBAHHA Ta peecTpauiiinuii HoMep 061iKOBOT KAPTKH MJIATHHKA
nozaartkis abo cepis Ta HOMEpP nacnopTa)

MpoTokon sisyansuoro kontpomo sin 01.09.2020 Ne 2786/1.

3a pe3ynsTaTaMH JEPKABHOrO KOHTPOMIO BCTAHOBJCHO, IO nmikapchkuii 3acié BBeseHo B VYkpaiHy 3
JOTPHMAHHSM BHMOr 3aKOHOAABCTBA IO 3a6e3neyeH s AKQCTI JiKapChKHX 3ac00iB.

C_/ Onexciit COJIOJTPAN

(nianuc) (iviuianm Ta npisBHILE)
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HEPXJIIKCITYXXBA
AEPKABHA CJIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMM Y KHIBCBHKIM OBJIACTI

npocnext Banepis JlobaroBcskoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €IPTIOY 37078774

BHUCHOBOK
Npo AKICTH BBE3EHOr0 B YKpaiHy JiKapchbKoro 3aco0y
13.02.2023 Ne 5030/23/1011
AHI'TH-XEEJIb C

(valiMeHyBaHRA TiKapchkoro 3acoby 3rigHo 3 peecTpalifHUM TOCBITYEHHAM)
Tab.1eTKH, 10 50 TabeTok y KouTeiinepi noJinponinenosomy; no 1 koureiinepy B kopo6ui
3 KAPTOHY
(¢opma BumycKy, N03yBaHHSA, B NaKyBaHHS JiKapchKOro 3aco6y)

Howmep peecrpaniitroro nocsinuenns UA/5900/01/01 crpox aii peectpauitiroro mocsizuenns 01.01.2099
Cepis nixapcbkoro 3aco6y Ne 92676 Kinskicts BBe3€HOTO JNiKapcerkoro 3acoby 13616

BupoGruk Biostorime Xaitmpmitrens Xeens I'm6X, HiMmeuunna
(nafimenyBanHs BUPOGHMKa NIKapCHKOTO 3acoby, KpaiHa OXOMKeHHS)

ToBapucTBo 3 06MmexkeHO0 BiXMOBiKANBLHICTIO "KACKAJ
MEJIIKAJI PETIOHHW", inenr. xon: 35757357
(nafiMenyBanHs Ta kox 3a €[[PTIOY fopuauyHoi ocobu abo npissuiLe, iM'a, o GaTbKOBI
di3naHoi 0co6H - ninnpuemus, ii Micue mpoxHBaHus Ta peectpaniiinuit Homep 06:1ik0BOT
KapTKH IUIaTHHKa NORaTKiB 260 cepist Ta HoMep macmopra)

©SYJ/IbTaTaMH  IEPKABHOTO KOHTPOIIO BCTaHOBIEHO, WIO JHKAPCHKHI 3aci6 BBE3eHO B Vkpainy 3
AOTPHMAHHSAM BuMOr 3aKOHOIABCTBA 11010 3a0e3neyeHHs AKOCTi JIIKapChKMX 3acobiB.
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-Heel

Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTUOIKAT SAKOCTI

Product: ANGIN-HEEL?® S, tablets Ne 50 in containers
Hpoayxmis: AHT'TH-XEEJIb C, tabaerku NeS0 y kounrefinepax
Batch Ne: 92676 Batch quantity produced in total (packs): 25616
Howmep cepii: 92676 KinbkicTs npoaykuif B cepil (ynakoBox): 25616
Manufacture Date 15.09.2020 Registration license number: UA/5900/01/01 validity period unlimited
HAara BupoGunursa: 15.09.2020 Homep peecrpauifinoro nocsigvueHns: UA/5900/01/01 Tepmin aif HeoGMmexeHHi
Expiry date: 08.2025 Country of origin: Germany
Tepmin npuaaTHocTi: 08.2025 Kpaina noxomxenns: Himeuuuna
Testing point / Specification / Results / Control methods/
HMoxasnuxu akocmi Cneyudixauisn Pesynsmamu Memoou koumponse
Description Circular, planar tablets with facet. Corresponds QCM, It. 1,visually
Onue Kpyrai nnocki Tabaerkn 3 dackoro. Bignosinae MKH, n.1, BisyansHo
Odour Odouriess. Corresponds QCM, It. 2, Ph, Eur. 2.3.4
3anax Be3 3anaxy. Bianosizac MKH, n.2, €sp.P. 2.3.4
Colour White to yellow-white, colour field 1A1-1A2. White,colour field | QCM, It.3,visually,
1A1 pocket encyclopedia of colours
Muster-Schmidt
Koaip Bia 6ioro ao xkosTo-Ginoro, mkana koasopis Binwit, wkana MKH, n.3, sisyaasHo,
1A1-1A2. Koabopis 1A1 KHUIEHbKOBA eHUHK/IONENis
KoabopiB Muster-Schmidt
Average weight 298-304 mg, nominal mass: 301,5 mg. 300 mg QCM, It. 4, Ph. Eur. 2.9.5
CepeaHs Maca 298-304 mr, HominabHa Maca: 301,5 mr. 300 mr MKH, n4, €8p.D. 2.9.5
Uniformity of the mass Must correspond to Ph. Eur. Corresponds QCM, It. 5, Ph. Eur. 2.9.5
Onnopianicrs macu Mae siznosigaTu €sp.®@. Bianoginae MKH, n.S, €8p.®.2.9.5
Disintegration time Not more than 15 minutes. 1,40 minutes QCM, It. 6, Ph. Eur. 2.9.1
Po3nanauus He 6iabwe 15 xsuann. 1,40 xBuaun MK, 0.6, €8p.D.2.9.1
Friability Max. 1,0%. 0,3 % QCM, It. 7, Ph, Eur. 2.9.7
Crupanicrs Makec. 1,0%. 0,3 % MKH, n.7, €sp.®. 2.9.7
Hardness 30-70 N. 60N QCM, It. 8, Ph. Eur. 2.9.8
Criltkicrs 1o pospasmoBanns | 30-70 H, 60 H MK+, n.8, €sp.®. 2.9.8
Microbiological purity Ph. Eur, 5.1.4; QCM, It. 9, Ph. Eur. 2.6.12,
TAMC: max. 102 CFU/g, <10 CFU/g 2.6.13
TYMC: max.10! CFU/g. <10 CFU/g
Staphylococcus aureus ( in 1 g): absence. Corresponds
Pseudomonas aeruginosa (in 1 g): absence. Corresponds
MikpoG6ionoriuna wucrora €sp.D. 5.1.4; MKH, n.9, €8p.®. 2.6.12,
TAMC: make. 102)KYO/r, <10 KYO/r 2.6.13
TYMC: maxc. 10' KYO/r. <10 KYO/r
Staphylococcus aureus (B 1 r): BiACYTHIiCTb. Bianosinzac
Pseudomonas aeruginosa ( B 1 r): BigcyTHicts. Bianosinae

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-Baden, Germany.

Manufacturing and quality control license number: DE_BW_01_MIA_2020_0050. A e g R,
BupoGuuua piabuuns: Bionorime Xafinbmitrens Xeean I'm6X, [-p Pexeser-witpace 2-4, 76532 Banen-baxen, Himeuunna.
Homep niyensif na supobunurso Ta kowrposto sxocri: DE_BW_01_MIA_2020_0050. /4 N

[ hereby confirm that the above information is authentic and accurate. This batch of product/has Heds fmang[actured,ir{q‘-luding

packaging/labeling and quality control at the above mentioned recognized building in full “rﬁpliancg,}giik C'MP r:eqi:ir'emems of the local

i

regulatory authority and with specification in the marketing authorization of the importing &vﬁ)\i(ry vy };

analysis records were reviewed and found to be in compliance with GMP, “ 3 B e

Lum » niomeeposcyro, wo nagedena suue ingopmayis € cnpassiciboio | mounoio. Cepin npenapamy 6yna suzomoenena, 8 momy
4ucni ynaxoeana i nepegipena, 6 mMesicax npouedypu konmponio akocmi Ha 3asnaueniii guwe E‘iipéﬁh&(ﬁi& insnuyi ¢ noeniii

eéionoeionocmi 0o sumoz npasun Hanexcnol Bupobruyol IMpakmuxu (GMP), scmanosnenux Micueem’ﬁééjnumopn M_OP20HOM

maxosic 6 noenlii elonosionocmi do cneyudixayiii, nepedbauenux y Jliyensil na eupobuuymeo kpamu-lunopme“ L
Ha npooykyiie, nepedbavenumu ona docnidncysanux nixapcokux 3acobis. JJokymenmayin cmocosmo 8UpOGHUYIEE, 2

ananisy cepii 6yna nepeeipena, i Gyno acmanoengs {0 60Ha sionosidac eumozam Hanexicrol Bupobnuuol IMpaxk {()t{('y(gml 1B f»;
]

béfé}i’;‘)mcg&siég, packaging and

Name /IIIB:
Signature / Mianuc;

Position / Ilocaaa;
Date of release / Jata sunycky cepy
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