JEPXINKCITYXXBA
AEPKABHA CJHYXKBA 3 JIKAPCHBKHUX 3ACOBIB
TA KOOTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

By/1. Bepesnskisenka, 29, Kuis, 02098, ren./akc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.va,https://www.dls.gov.ua, Kog €JIPTIOY 37079055

BHCHOBOK
IpO AKICTHL BBE3CHOro B YKpaiHy JiKapchLKoro 3acoby

16.02.2021 Ne 6442/21/26

THPO3YP

(mafimenyBauus nikapeskoro 3acoly 3riAno 3 peecTpauifHMM OCRIANEHHM)
MOpomoK HamKipuui, 1 mr/r, no 20 r nopowky y duiaxoni; no 1 ¢gurakony B Kaproumiit
xopoOui

((opma Bunycicy, 103yBaHNs, BUIT NAKYBAHHA NiKGpCLKOro 3acoby)

Homep peecrpauiiinoro nocsinuesna UA/7786/01/01 crpok aii peecrpauitinoro nocsinuenns HeOOMEKEH I

Cepis nixapcuroro zacofy Ne 20H069A KinbkicTs BBE38HOTO Nikapchkoro sacofy 866
BupoGuuxk Enrensrapn Apunaiimitresns I'm6X & Ko. KI', Himeyuuna
(naiimenynanusa pupofHnKa nikapcbkoro 3acoby, KpalHa NoXoJkeHHS)
Beeseno 5 Vipainy lpuearne aknionepre Toapucrso "HATYPDAPM", igent. kon:
24930169

(nafimenypanns Ta xox 2a €/IPTIOY oprant4HOT 0coOH abo NpisBMILE, iM'a, o DaTEKOBI (isuyHOT
ocolH - mianpuemi, i Micie NpeKHBals TA peecTpaniiuuil Homep 06Nix0oBOT KAPTKH MUIATHUKA
nogarkis abo cepis Ta HOMEp nacnopra)

[poeToren Bizyansnore koutpomno rig 16.02.2021 Ne 500/6.

3a pesynbTaTaMH Jep)KaBHOrG KOHTPORIO BCTANOBNEHO, 110 Jlikapchkui 3acid Beeseno B  VYypaiHy 3
AOTPHMAHHAM BMMOT 3aKOHOAABCTBA 1MOA0 3a80e3MEYCHHA AKOCT, iK&pﬁ@ix 3aco0in.
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ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHARD

Arzneimittel

CERTIFICATE OF ANALYSIS Ne XXX

CEPTUPUKAT AHANTMU3A Ne XXX

Product/Mpoaykr:

TYROSUR®, cutaneous powder, 1 mg/g, 20 gin bottle, 1 bottle in a cardboard box
with labelling in Ukrainian language/

TMPO3YP, nopowoK HakomHbii, 1mr/r, no 201 nopolwka so dnakoHe, no
1 thnaxoHy 8 KAPTOHHOM KOPOBKE C MapPKUPOBKOM Ha YKPaMHCKOM ASbIKE

Country-manufacturer/
CTpaHa-npovssogurens:

Germany/
lepmaHna

Registration Certificate number/
Homep PerucrpallMoHHOro

UA/7786/01/01 valid from 13.07.2018 - unlimited
UA/7786/01/01 pelicreyeT ¢ 13.07.2018 - beccpoduHo

JlnueH3na Ha NPOU3BOACTBO:

CBMAETENLCTRA:

Strength/Activity/Cuna 1 g of powder contains 1 mg of tyrothricin

AencTBUA/AKTUBHOCTL! 1 r NopoUWKa COAEPHIT 1 M TMPOTPULMHA

Batch/Cepua: 20H069A

Batch size/Pasmep cepuu: 1294 packages / ynakosoK

Manufacturing date/ 08/2020

Aara npov3soacTsa:

Expiry date /ToaeH po: 07/2023

Manufacturer/ Engelhard Arzneimittel GmbH & Co. KG

MpoussoguTeb: Herzbergstrasse 3, 61138 Niederdorfelden, Germany/
3urenbrapn AptuHaimutrens TmoX & Ko. KI'
Xepubeprwrpacce 3, 61138 Huaepgopdennaed, lepmaHus

Manufacturing License / DE_HE_01_MIA_2019_0074/ll 23.2 18 L 18.01 / 1174-B from 09.12.2019

DE_HE_01_MIA 2019 _0074/1123.2 18 L.18.01/1174-B 0109.12.2019

Certificate of GMP compliance/
CepTuduKaT COOTBETCTEUA
GMP:

DE_HE_01_GMP_2019_0045 from 08.04.2019/
DE_HE_01_GMP_2019_0045 ot 08.04.2019

Art. No. / Aptukyn Ne: 630303
QCReport / 040000051982
OT4ET 0 KOHTPO/Ie KadecTsa:
Specification/Cneundmkaups: 080060/07

Batch / Cepus : 20HO69A

/gi’ Cu o/ 436¢C
So 0% 2/ G4




ENGELHARD Arzneimittel Grmb 2. Co.KG —— % e
Herzbergstrasse 3,61138 Niederdorfelden GERMANY ‘ oo _

ENGELHARD

Arzneimittel

PARAMETERS SPECIFI CATION RESULTS
ITOKA3ATENM CNEUUDK KALMA PE3Y/NIbTATBI
Characters/OnncaHue White, free flowing powder/Bensii, ChIMTYyYKid nopotuok. Complies/
COOTBET'CTBVET

Particle size/Paamep Yacuy, Not more than 100 Hm /He 6Bosee 100 MKM Complies/

Coorsercrayer

Identity./
Nosnuunocms:
s tyrothricin/mpo"rpmuuH

gramicidin A/XpomaTorpaMMbl, MoAYMEHHbIg npu
KOnuvecteenHom OnpeAeneHuu metonom BaMX, MCMbITYemoro y
KanmBposourorg PacTeopoB, AomKHLI MOKasbIBath oAMHaKoRoe
ERemA yaepsmsanma aq PaMuLMAMHA A,

Loss on drying/l’lo‘repn B Macce
NPY BbICYLWIMBaHMK

40-55%

Microbiological purity*/
Mukpoﬁuonomuecuaﬂ
YucToTa*

Total aerobic microbial count (TAMC) not more than 10? CFU/g. Complies/
Total combined veasts/molds count (TYMC} not more than Cooteercrayer
10* CFU/g,

Absence of Staphylococcus qureus inig.
Absence of Pseudomonas geruginosain 1g./

Obuee yucno Baktepuis (TAMC) e bonee 102 KOE /.
Obutee uucno rpusos {TYMC) He Bonee 102 KOE/r.
Orcyreraue Staphylococcus aureuss 1r.
OtcyrerBue Pseudomonas aeruginosas 1r.

Assay:/ 0,85-1,05 mg/g (1,0 mg/g+5 %)/ 0,99 mg/g/ a "‘"’“*\'\_j_ _
Konuuecrsennae 0.95-1,05 mr/r (1,0 mr/r5 %) O,S?Qj,n;&r_/r N
onpeaenexue: F o B \

~tyrothricin / TUPOTPULIMH

Batch / Cepua : 20H069A page / CTpaHl*;ﬁ;_lta 2of/ @3 3 74

't

\
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FNGELHARD Arzneimittel GmbH & Co KG __._
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY - -

ENGELHARD
Arzneimittel
PARAMETERS SPECIFICATION RESULTS
NOKA3ATENU CNEUUPUKALLNA PE3YNLTATHI
Microbiological assay**: 90-120% Complies/
Efficacy  against referance CooTBETCTBYET
substance of tyrothricin/
MUKpoBHONorMYecKuii
aHanua**:
3¢ dEeKTUBHOCTL B CPaBHEHUM €O
CTaHAAPTHLIM obpasuom
TAROTRULMHA
Powder fineness/ | 90 % not more than 100 jum/ 90 % He 6onee 100 mkm 98 %
W3menpyeHHOCTL NOpOoLIKa 97 % not mare than 200 wn / 97 % He 6onee 200 mrm 100%

* _ testing frequency every tenth series, at least once per year/nepuovyHOCTL TECTUPOBAHWA Kaw/aR [EcATan CepuA,
MuHAMYM 1 pa3 Brog.

** _ every fifth series is tested, not less than once per year/TecTUpyeTCR Kamaaa NATaA Cepys, He MeHee 0AHOTC Pasa B oA,

| hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/
manufactured, including packaging/labelling and quality control at the above mentioned site (s) in full compliance with
the GMP requirements of the local Regulatory Authority and with the specifications 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.

Hacrosaupm s NOATBEPKAALD, YTO BbllieyKasaHHan UHPOPMaLIMA ABNACTCA AOCTOBEPHOM 1 To4HOM. [aHHanA cepua
npogyKkTa Gbina NPOU3BEAEHa/U3rOTOB/AEHA, BRKIIOMAA YNAKOBKY/MApPKWPOBKY W KOHTPONb Ka4yecTsa, Ha
BbllLeyKazsaHHO NPOU3BOACTBEHHOM NNOLWAAKE B NOMHOM COOTBETCTBIM ¢ TpeboBaHUAMM GMP, yCTaHOBAEHHbIMA
MECTHBIM PEry/ATOPHbIM OPraHoM, a TaikiKe B COOTBETCTBMM €O cneLnduKalupaAmi, KOTopble COASPMATC 8
PErvCcTPaUMOHHOM A0CHE CTPaHbLI-MMIOPTEPA. MTPOTOKO b NPOU3BOACTSA, YNIGKOBKW W aHa M3kl 6b1111 NposepeHbl U
ycTaHosneHo yX cooteetcTBre GMP,

: Date/fara: 22.10.2020
Qualified Person/YnonHomo1eHHoe AXLO

%

Batch/Cepm 3 20H069A page / CTpaHHu}a_»g ()f/ W3 3 / g Y

~




ENGELHARD Arzneimittel GmbH & Co.KG -—--—
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY i T
ENGELHARD

Arzneimittel

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHANU3A

Product/MpoayxT: TYROSUR®, cutaneous powder, 1 mg/g, 20 gin bottle, 1 bottle in a cardboard box
with labelling in Ukrainian language/

TUPO3YP, Nopolliok HaKoMHbIA, 1Mmr/r, no 201 nopowka Bo $nakoHe, no
1 pnaxoHy 8 KapTOHHOM KOPOBKeE € MaPKUPOBKOM Ha YKPaUHCKOM S3blKe

e
Country-manufacturer/ Germany/
CrpaHa-npoussoaurens: lepmaHua

Registration Certificate number/ | UA/7786/01/01 valid from 13.07.2018 - unlimited
Homep PerucrpauuoHHoro UA/7786/01/01 peiicreyer ¢ 13.07.2018 - BeccpouHo

CBMAETENLCTRA:
Strength/Activity/Cuna 1 g of powder contains 1 mg of tyrothricin
AeNCTBUA/AKTUBHOCTD: 1 rnopoLUKa cogepHuT 1 mr TMpoTprLHa
Batch/Cepua 20H070C
Batch size/Pasmep cepun: 8308 packages / ynakosok
Manufacturing date/ 08/2020
[ara npouzBoacrsa:
Expiry date /ToneH ao: 07/2023
Manufacturer/ Engelhard Arzneimittel GmbH & Co. KG
Mpouzsoaurens: Herzbergstrasse 3, 61138 Niederdorfelden, Germany/
JHrenbrapg ApuHaimurrens [mbX & Ko, KI
Xepubeprwtpacce 3, 61138 HuaepaopdenvaeH, Mepmatus
Manufacturing License / DE_HE_01_MIA_2019_0074/il 23.2 18 L 1801 / 1174-B from 09.12.2019
JIMLEH3MA Ha NPOU3BOACTREO: DE_HE_01_MIA_2019_0074/1123.2 181 18.01 / 1174-B 07 09.12.2019

Certificate of GMP compliance/ | DE_HE_01_GMP_2019_0045 from 08.04.2019/
CepTuduKaTt cooTBeTCTBUA DE_HE_01_GMP_2019_0045 or 08.04.2019

GMP:
Art. No. / Aptikyn Ne; 680303
QCReport / 040000052374

OTm4eT 0 KOHTpOAe KadecTsa:
Specification/Crneupduravmn: 080060/07

Batch / Cepun : 20H070C page / c'T‘quuu,a lof/ns3

ﬂ/, M /ﬂm //é 1007}/ /




ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHARD
Arzneimittel
- PARAME_T ERS L SPECIFICATION - RESULTS
~TNOKA3ATENN - i CNEUNOUKALINA -PE3VNILTATHI
Charatters/Onucanue White, free flowing powder/Benbiit, chinyuuii nopowwok. Complies/
CooteercrByeT
Particle size/Pasmep yacruy Not more than 100 pm /He Gonee 100 mMKrm Complies/
CootsercrByer
Identity:/ The chromatograms obtained from the HPLC assay of the sample | Complies/
MopgnuHHocL: and calibration solutions should show the same retention time for | CooTsercrayer
= tyrothricin/Tupotpuyun gramicidin A/XpomaTorpanmmbi, NoNyYeHHbIe npw
KO/IHECTBEHHOM OnpeaesieHni MeToaom BIMX, ucnbiryemoro v
KaNMOPOBOYHOMD PACcTBOPOB, AC/HKHBI NOKA3LIEATL 0AMHAKOBOE
BPEMA YAEPHUBAHWUA AR rPaMULMAMHaE A.
Loss on drying/Motepa & macce | 4,0—5,5 % 49%
MPH BbICYLLUMBAHUK
Microbiological purity*/ | Total aerobic microbial count {TAMC) not more than 102 CFU/g. Complies/
Mukpobuonoruyeckas Total combined yeasts/molds count (TYMC) not more than Cootsertcreyer
yucrorta* 10" CFU/g.
Absence of Staphylococcus aureus in 1 g
Absence of Pseudomonas aeruginosag in 1 g./
Ob6iee uncno 6axkrepuit (TAMC) He Gonee 107 KOE/T.
Obuiee uucno rpubos (TYMC) He 6onee 10! KOE/F.
Otcytersue Staphylococcus aureys 8 1r. _
OrcyTereue Pseudomonas aeruginosg e 1 r. R T
Assay:/ 0,95--1,05 mg/g (1,0 ma/g + 5 %)/ |1,04mg/g /
Konuuecrsennoe 0,95 —1,05 mMr/r {1,0 Mr/r £ 5 %) /| 1,04 mr/r
onpeaencHue: 2k
— tyrothricin / TupoTprumn 2

1

Batch / Cepuita : 20HO70C

page / cTpaHwua 2 ofj Wz'3 S




ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHARD
Arzneimittel
r . PARAMETERS . SPECIFICATION 'RESULTS
"MOKA3SATENU g CNELUDUKALNA PE3YNIbTATbI!
Microbiological assay**: 90-120% Complies/
Efficacy  against  referance CooTBetcrByer
substance of tyrothricin/
MuKpobuonomnueckuii
aHanuz**;
3PPEKTUBHOCTL B CPaBHEHMM CO
CTaHOapTHLIM obpazuom
TUPOTPULMHA
Powder fineness/ | 90 % not more than 100 pm/ 90 % e Gonee 100 MKMW 93 %
M3menbyeHHOCTL NopoLKa 97 % not more than 200 pm / 97 % re Bonee 200 Mxm 9%

*

MUHKMYM 1 pas B roa.

— testing frequency every tenth series, at least once per year/nepuoauuHoCTL TECTUPOBaHWA KaOan AECATaA Cepus,

**— every fifth series is tested, not less than once per year/TeCTUpYeTCa Kayaan NaTan Cepua, He MeHee OAHoro pasa Broa.

| hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/
manufactured, including packaging/labelling and quality control at the above mentioned site (s)in full compliance with
the GMP requirements of the local Regulatory Authority and with the specifications 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.

HacToAwwmm s noaTBepK/Aako, YTO BbilleyKasaHHan MHGOPMALMA ABNACTCA [0CTOBEPHOM 1 TO4HOM. [daHHan cepun
NpoAykTa BblNa NPOM3BEAEHA/MSTOTOB/EHA, BKMIOYAA YNAKOBKY/MApKUPOBKY W KOHTPOMb KauyecTsa, Ha
BbILLIEYKA3aHHO MPOM3BO/CTBEHHOM M/IOWAKE B NOAHOM COOTBETCTBAM cTpeboBaHuamn GMP, YCTaHOBEHHbIMM
MECTHbIM PETYNATOPHBIM OPraHom, a Takke B COOTBETCTBMM CO CMELMOUKALMAMM, KOTOPbIE COAEPIKATCA B
PEMCTPALIMOHHON A0Cke CTPaHbI-UMMOPTERA. [POTOKO/bI NPOU3BOACTRA, YNAKOBKM U aHaM3b| BbIM npoBsepeHbi 1

YCTaHOBAEHO UX ZooTBeTCTBUE GIVIP.

Batch / Cepua : 20H070C

Date/flara: 16.12.2020

ualified Person/YnonHomouenHoe nuuo

page / ctpaHuua 3:of / 143_3.




HEPXKIIIKCITYKBA
AEPKABHA CJIVIKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPO.IIO 3A HAPKOTHUKAMM y m. KHEBI

BYJ1. Bepezusakiscrka, 29, Kuis, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@d]s.gov.ua,httgs://www.dls.gov.uaj Kox €PTIOY 37079055

BUCHOBOK
Npo SIKICTL BBE3€HOI0 B Yxpainy aikapeskoro 3acoly

27.07.2021 Ne 42812/21/26

THPO3YP
(HalivenyBanns JKAPCBLKOTO 3a¢06Y 3rimno 3 PeecTpauiiHum T0CBi AeHnsM)
Opomok namkipumii, 1 Mr/r, o 20 r nopomKy y duiakomi; mo 1 daaxony B kaprommiii
KopoGui
(bopma Bunycky, AO3YBAHHA, B IaKyBaHHA JiKapchKoro 3acoly)

Homep peectpaniitioro nocsiguenns UA/7786/01/01 CTPOK Aii peecTpauiiinoro nocsiguernsg HeoOMeKeHu

Cepis nixapcrxoro sacoy Ne 20H070C Kinbxicts BRe3enoro nikapcrkoro saco6y 1960
Bupo6umk Exrensrapy Apunaiivitrens I MO6X & Ko. KT', HiMewunna
(naiiMenyBanus BHPOGHHKA JiKapCLKOTo 3aco0y, kpaina NOXOIKEHHS)
Besero b Vipainy Ipusarue axmionepne Tonapuctio "HATYPDAPM", inent. rox:
24930169

(HaiiMeRyBanus Ta ko 32 C/IPTIOY 1opuamnusoi ocobn abo npiseuie, iM's, no 6aTbkos] disnunof
0co0H - mianpuemus, ii micne NpOXHMBAHHA Ta peecTpauiiiumii HOMED o6ikoBoT KapTky mnarHnka
NoJaTkis abo cepix Ta HOMep nacnopra)

IlpoTokon Bisyanbuoro koHTpomo Bin 27.07.2021 N» 2427/5.

3a  pesynsTaTamp ACPIKABHOTO  KOHTPOJIIO BCTAHOBIIEHO, WO JiKkapchkuii  3acif BBE3GHO B Vkpainy =z

CHEHHR AKOCTI NiKapchKuX 3acobis.
% Muxosna XOJIOJIEHKO

Havansaux

(nignuc) (iniianu Ta npissume)




ENGELHARD Arzneimittel GmbH & Co.KG -—--—
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY i T
ENGELHARD

Arzneimittel

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHANU3A

Product/MpoayxT: TYROSUR®, cutaneous powder, 1 mg/g, 20 gin bottle, 1 bottle in a cardboard box
with labelling in Ukrainian language/

TUPO3YP, Nopolliok HaKoMHbIA, 1Mmr/r, no 201 nopowka Bo $nakoHe, no
1 pnaxoHy 8 KapTOHHOM KOPOBKeE € MaPKUPOBKOM Ha YKPaUHCKOM S3blKe

e
Country-manufacturer/ Germany/
CrpaHa-npoussoaurens: lepmaHua

Registration Certificate number/ | UA/7786/01/01 valid from 13.07.2018 - unlimited
Homep PerucrpauuoHHoro UA/7786/01/01 peiicreyer ¢ 13.07.2018 - BeccpouHo

CBMAETENLCTRA:
Strength/Activity/Cuna 1 g of powder contains 1 mg of tyrothricin
AeNCTBUA/AKTUBHOCTD: 1 rnopoLUKa cogepHuT 1 mr TMpoTprLHa
Batch/Cepua 20H070C
Batch size/Pasmep cepun: 8308 packages / ynakosok
Manufacturing date/ 08/2020
[ara npouzBoacrsa:
Expiry date /ToneH ao: 07/2023
Manufacturer/ Engelhard Arzneimittel GmbH & Co. KG
Mpouzsoaurens: Herzbergstrasse 3, 61138 Niederdorfelden, Germany/
JHrenbrapg ApuHaimurrens [mbX & Ko, KI
Xepubeprwtpacce 3, 61138 HuaepaopdenvaeH, Mepmatus
Manufacturing License / DE_HE_01_MIA_2019_0074/il 23.2 18 L 1801 / 1174-B from 09.12.2019
JIMLEH3MA Ha NPOU3BOACTREO: DE_HE_01_MIA_2019_0074/1123.2 181 18.01 / 1174-B 07 09.12.2019

Certificate of GMP compliance/ | DE_HE_01_GMP_2019_0045 from 08.04.2019/
CepTuduKaTt cooTBeTCTBUA DE_HE_01_GMP_2019_0045 or 08.04.2019

GMP:
Art. No. / Aptikyn Ne; 680303
QCReport / 040000052374

OTm4eT 0 KOHTpOAe KadecTsa:
Specification/Crneupduravmn: 080060/07

Batch / Cepun : 20H070C page / c'T‘quuu,a lof/ns3

ﬂ/, M /ﬂm //é 1007}/ /




ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHARD
Arzneimittel
- PARAME_T ERS L SPECIFICATION - RESULTS
~TNOKA3ATENN - i CNEUNOUKALINA -PE3VNILTATHI
Charatters/Onucanue White, free flowing powder/Benbiit, chinyuuii nopowwok. Complies/
CooteercrByeT
Particle size/Pasmep yacruy Not more than 100 pm /He Gonee 100 mMKrm Complies/
CootsercrByer
Identity:/ The chromatograms obtained from the HPLC assay of the sample | Complies/
MopgnuHHocL: and calibration solutions should show the same retention time for | CooTsercrayer
= tyrothricin/Tupotpuyun gramicidin A/XpomaTorpanmmbi, NoNyYeHHbIe npw
KO/IHECTBEHHOM OnpeaesieHni MeToaom BIMX, ucnbiryemoro v
KaNMOPOBOYHOMD PACcTBOPOB, AC/HKHBI NOKA3LIEATL 0AMHAKOBOE
BPEMA YAEPHUBAHWUA AR rPaMULMAMHaE A.
Loss on drying/Motepa & macce | 4,0—5,5 % 49%
MPH BbICYLLUMBAHUK
Microbiological purity*/ | Total aerobic microbial count {TAMC) not more than 102 CFU/g. Complies/
Mukpobuonoruyeckas Total combined yeasts/molds count (TYMC) not more than Cootsertcreyer
yucrorta* 10" CFU/g.
Absence of Staphylococcus aureus in 1 g
Absence of Pseudomonas aeruginosag in 1 g./
Ob6iee uncno 6axkrepuit (TAMC) He Gonee 107 KOE/T.
Obuiee uucno rpubos (TYMC) He 6onee 10! KOE/F.
Otcytersue Staphylococcus aureys 8 1r. _
OrcyTereue Pseudomonas aeruginosg e 1 r. R T
Assay:/ 0,95--1,05 mg/g (1,0 ma/g + 5 %)/ |1,04mg/g /
Konuuecrsennoe 0,95 —1,05 mMr/r {1,0 Mr/r £ 5 %) /| 1,04 mr/r
onpeaencHue: 2k
— tyrothricin / TupoTprumn 2

1

Batch / Cepuita : 20HO70C

page / cTpaHwua 2 ofj Wz'3 S




ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHARD
Arzneimittel
r . PARAMETERS . SPECIFICATION 'RESULTS
"MOKA3SATENU g CNELUDUKALNA PE3YNIbTATbI!
Microbiological assay**: 90-120% Complies/
Efficacy  against  referance CooTBetcrByer
substance of tyrothricin/
MuKpobuonomnueckuii
aHanuz**;
3PPEKTUBHOCTL B CPaBHEHMM CO
CTaHOapTHLIM obpazuom
TUPOTPULMHA
Powder fineness/ | 90 % not more than 100 pm/ 90 % e Gonee 100 MKMW 93 %
M3menbyeHHOCTL NopoLKa 97 % not more than 200 pm / 97 % re Bonee 200 Mxm 9%

*

MUHKMYM 1 pas B roa.

— testing frequency every tenth series, at least once per year/nepuoauuHoCTL TECTUPOBaHWA KaOan AECATaA Cepus,

**— every fifth series is tested, not less than once per year/TeCTUpYeTCa Kayaan NaTan Cepua, He MeHee OAHoro pasa Broa.

| hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/
manufactured, including packaging/labelling and quality control at the above mentioned site (s)in full compliance with
the GMP requirements of the local Regulatory Authority and with the specifications 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.

HacToAwwmm s noaTBepK/Aako, YTO BbilleyKasaHHan MHGOPMALMA ABNACTCA [0CTOBEPHOM 1 TO4HOM. [daHHan cepun
NpoAykTa BblNa NPOM3BEAEHA/MSTOTOB/EHA, BKMIOYAA YNAKOBKY/MApKUPOBKY W KOHTPOMb KauyecTsa, Ha
BbILLIEYKA3aHHO MPOM3BO/CTBEHHOM M/IOWAKE B NOAHOM COOTBETCTBAM cTpeboBaHuamn GMP, YCTaHOBEHHbIMM
MECTHbIM PETYNATOPHBIM OPraHom, a Takke B COOTBETCTBMM CO CMELMOUKALMAMM, KOTOPbIE COAEPIKATCA B
PEMCTPALIMOHHON A0Cke CTPaHbI-UMMOPTERA. [POTOKO/bI NPOU3BOACTRA, YNAKOBKM U aHaM3b| BbIM npoBsepeHbi 1

YCTaHOBAEHO UX ZooTBeTCTBUE GIVIP.

Batch / Cepua : 20H070C

Date/flara: 16.12.2020

ualified Person/YnonHomouenHoe nuuo

page / ctpaHuua 3:of / 143_3.




HEPXKIIIKCITYKBA
AEPKABHA CJIVIKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPO.IIO 3A HAPKOTHUKAMM y m. KHEBI

BYJ1. Bepezusakiscrka, 29, Kuis, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@d]s.gov.ua,httgs://www.dls.gov.uaj Kox €PTIOY 37079055

BUCHOBOK
Npo SIKICTL BBE3€HOI0 B Yxpainy aikapeskoro 3acoly

27.07.2021 Ne 42812/21/26

THPO3YP
(HalivenyBanns JKAPCBLKOTO 3a¢06Y 3rimno 3 PeecTpauiiHum T0CBi AeHnsM)
Opomok namkipumii, 1 Mr/r, o 20 r nopomKy y duiakomi; mo 1 daaxony B kaprommiii
KopoGui
(bopma Bunycky, AO3YBAHHA, B IaKyBaHHA JiKapchKoro 3acoly)

Homep peectpaniitioro nocsiguenns UA/7786/01/01 CTPOK Aii peecTpauiiinoro nocsiguernsg HeoOMeKeHu

Cepis nixapcrxoro sacoy Ne 20H070C Kinbxicts BRe3enoro nikapcrkoro saco6y 1960
Bupo6umk Exrensrapy Apunaiivitrens I MO6X & Ko. KT', HiMewunna
(naiiMenyBanus BHPOGHHKA JiKapCLKOTo 3aco0y, kpaina NOXOIKEHHS)
Besero b Vipainy Ipusarue axmionepne Tonapuctio "HATYPDAPM", inent. rox:
24930169

(HaiiMeRyBanus Ta ko 32 C/IPTIOY 1opuamnusoi ocobn abo npiseuie, iM's, no 6aTbkos] disnunof
0co0H - mianpuemus, ii micne NpOXHMBAHHA Ta peecTpauiiiumii HOMED o6ikoBoT KapTky mnarHnka
NoJaTkis abo cepix Ta HOMep nacnopra)

IlpoTokon Bisyanbuoro koHTpomo Bin 27.07.2021 N» 2427/5.

3a  pesynsTaTamp ACPIKABHOTO  KOHTPOJIIO BCTAHOBIIEHO, WO JiKkapchkuii  3acif BBE3GHO B Vkpainy =z

CHEHHR AKOCTI NiKapchKuX 3acobis.
% Muxosna XOJIOJIEHKO

Havansaux

(nignuc) (iniianu Ta npissume)
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