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DELPHARM BLADEL B.V. Industrieweg 1 — 5531 AD Bladel — The Netherlands
QUALITY CERTIFICATE / CEPTHOIKAT AKOCTI
NAME OF PRODUCT: STREPSILS@ STREPSILS® PLUS / CERTIFICATE/CEPTHOIKAT
PLUS, oromucosal spray CTPENRCLIC® TLIXOC Ne: 2TNOV2024
HA3BA IPONYKI: CTPEOCLIC®
TIMIOC, opomyxo3unil copei
Country of origin / Kpaina-mupofmme The Netherland / Hinepanz

CERTIFICATE REGISTRATION NUMBER / HOMEP

Ne UA/6372/01/01 FROM 30.09.2020 TILL UNLIMITED

PEECTPAIIAHOIO INOCBIUEHHS: Ne UA/6372/01/01 BIJ| 30.09.2020 JIIMCHE HEOBMEXEHEH

Amylmetacreso! 0,223 /100 ml / AmimMeraxpeaon 0,223 /100 mm;
Strength / Potency: 2,4-Dichlorobenzyl Alcogol 0,446 g/100 ml/2,4-nuxnopBeHIHIOBOTD CIUPTY
Cuna gif / Axrinyicrs: 0,446 /100 am;

Lidocaine 0,6 £/100 ml / JTigoxaiy 0,5 r/100 an.

Dosage form / Jlixapeobka dopma

Oromucosal spray / Cnpeli opomyro3anit

Package size and type / Posmip 18 THII TAKOBAHH

20 mi in bottles with dosage device /rio 20 M y dnaxonax 3 A03YIOUHM

npycTpoem Nel
BATCH NUMBER / HOMEP CEPII: U1F60 | DATE OF MANUFACTURE: / JATA BHPOEHHIITBA: 1172024
*Batch size / *Poamip cepil: 2436 | EXPIRY DATE / JATA 3AKTHYEHE TEPMIHY 11:/2027
NIPAIATHOCTT: .

Responsible “for Manufacture of the product, packing,
quality conirol and release:

Bignopinansmmii 3a BupoGHUNTED, NAKYBAHHSA, KOHTDOINE
SKOCTI TA BHITYCK cepii:

Delphanm Bladel B.V., Industrieweg 1, 3531 AD Bladel; The Nethertands /

Manufacturing authorisation no; 108865 F

Tensthapm Baagens B, B., Ingacrpiner 1, 5531 AD, Bragen, Hincpnasnu, /

Jlinersin ua supoGuyuurso No: 108865 F.

Certificate of GMP compliance of listed site.

GMP Certificate N: NL/H 23/2048509

Ceprubixar slgmosinmoeri GMP  ana  3ssmnevenol | Ceprrdixer sianopinuocri GMP Ne: NL/H 23/2048509
Ainnimr.
RESULTS OF
TESTS LIMITS ANALYSIS
TNIOKAIHVKH HOPMI PE3YJILTATH
b AHAJII3IB
Appearance; / Onue: A clear red solution with" a- characteristic odour /| Complies / niznosinae
(OpranonerragHuii) Mposophit posqm: qepmnom KONEOpY 5 XApRKTEPHHM
JAMEXOM,., Tu=.
Identification / Inenrudiania (BEPX) i D, s
- Amylmetacresol Aminmeraxpelony Posittve/TIo: ri"fm'ﬁ"* : Complies / Binmosinae
- 2d-dichlorobenzyl alcohol/ 2,4~ 22
AUXnopGenIuneBoro CNHPTY Pos:twa/l’foamnnuo Complies / Binnosinae
- Lidocaine/ nimorainy Positive/Tlosurnsto Complies / Bignosinae
pH at 20 °C/ pil npu 20 °C (€sp. ©. 2.2.3) 6:5—1.5 7.1
Relative Density | pignocun ryeroms (€pp. @,2,2.5) - [:0.99-1.03 1.01
Quantitative determination / Kinexicsre suansyesns:
Amylmetacresol / Amimveraxpeson (BEPX) 0.212 - 0,234 % w/v /0.212—0.234 % M/o6 0.217 % wiv (m/o6)
2,4-Dichlorbenzyt Alcohol/2,4- I[Hxﬂopﬁcmmnmtﬁ cmapt | 0.423 —0.468 % wiv /0.423 —0.468 % m/06 0.440 % wiv (mfo6)
(BEEX)
Lidocaine / Tinoxaiu (BEPXY, 0.57—0.63 % w/v [/0.57—-0.63 % m/ob 0,59 % wiv (/o)

Ethanol / Drunosuif cnupt (FX)

+136.5~40.3 % v/v /36.5-403 %06 /06

38.1 % viv (06 /o)

Microbiolagical Tesls’! oF
Mixpotionoriuuna ‘IHCTOJ’ﬂ
Total microbial Count/ BaranTra KinskicTs
KMTTEIEATHI -OaxTepiit (TAMC)

Total Ycasls vand Moulds count / 3eranera kinbkicTs
)Ipmutmomfx T naicenenmx (TYMC)
Staphyloco&:.us aiireus (Erp,1.2.6.13)
Pseudomonas"ﬁcmgmosa (Elnp ©.2.6.13)

Not more than 102 CFU/m!/ He Gimswe 1028 1 ma
TpenapaTy

Not more than 10! CEU/mi/ He 6imswe 10! 8 1 Ma
Hpeiapaty

Absent in 1 ml / Mae GyTy BincyTHiM B 1 MA
Absent in 1 ml / Mae Gytd picyTHiM B 1MA

Complies / Bignozsimae

Complies / Binnosinae
Complies / Bignosinae
Complies / Bianoninae

Certiﬁcati_un statement:
3amea npo ceprudivaniio

pinnosiguicrs GMP.

I hereby certlfy that the above Information is.euthentic and aceurate, This batch of proditct has been manufactured, including
packagingflabelling and quality confrol ot the above mentioned site{s) in full compliance with the GMP requirements of the
loca!l Regilatory Authorlty and with the: Specification in the Registration Dossier. The batch processing, packaging end
analysis record were. in compliance with GMP.

Lo = secslmyro, mio xesemen smme indopuanin e Zocrosiprow Ta Tounolw. o cepir mpogysuil Gyno BpoGncHo
(BHMIOHAIOUH RAKYBANHAIMUPKYBEHHA) Ta NPOBEACHO KOHTDOME il sxoctTi HA pHoie3asmeueilt pissHdni y  monnit
nl,u.nosmﬂuc‘n 3 unoramis GMF, BoTHHOBIEHHME MiCLIEBEM DEry/ITTOPHAM OPTAlO0M, A TAXOX BIANoDiANa Ko creuupikaditt,
mo wmictaTses ¥ peectpauiftoMy Eocke, ITPOTOKONH BHPOOHHELUTDA, MAKYBAMI TE &

risin.fiyN10 NENETMARYTO T2 BGTGHOBREHO

;’ \'l rL i
.| Name and position/title of person authorizing the batch release / . 5 ,Datg‘oi‘ &gmﬁhre
Hpisauue Ta nocaga/spanua 0cofn, nKa BHAAE J03BiJ Ha BaTyeK cepil Signature/ H}‘n‘“ﬁ‘f« j[a'ra munm'a}:?m.
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AEPIKABHA CJIYIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KUIBCHKIH OBJIACTI

npoB. Ceitmanol Hapif, 3, M.Kuis, 02099, tea/hakc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox €PIIOY 37078774

BUCHOBOK
Ipo AKICTH EBE3eHOro B YKpaiHy HiKkapchbKoro 3acoly

23.01.2025 Ne 66834/25/10

CTPEICUIC® IUIXOC

{Hafimenysanns nixaperkoro sacoGy srinuo 3 peecrpaniiinuM mocsinuenHaNM)
crpeit opomykosunii; no 20 My guraxoni 3 go3yiouum npuctpoem; no 1 paaxony B
KapToHHii Kopobii
(dropma pumycky, n03yBaHHA, B TAKYBAHNA AiKAPCHKOTO 3acoby)

Homep peectpanifinoro noceinuenns UA/6372/01/01 crpox nii peccrpanisinoro noceimuenns 01.01.2099
Cepin nixapesxoro saco6y Ne UTF60 KinbkicTs Bee3eHOr0 nikapcskoro zacofy [ 16928

Brpo6ink Henthapm Bnapen B.B., Higepnananu

{waliMenynanna BrpofruKa Aixapeskoro 3acoBy, kpaiia moxoumenns)

Beeseno B Yxpaiuy ToBapHcTBO 3 00Mexeno10 BignosinanpHicTIO "PekKiTT Benxizep
Xaycxong Exnn Xenc Kep Yiepaina, ienr. kon: 33696041

{uatiMenypanns Ta kof 3a €APIIOY wpuauyeoi ocobu abo npiseHLLe, iM'a, no Gatexosi hispunol
0co6u - ninnpuenmns, if Micle OpoxuBaNET Ta peccTpaniitnmit HOMep 00NiKOBOT KapTKM [IATHHKA
nofaTkie abo cepin Ta HoMep nacnopra)

Iporoxon Bisyansnoro koutpomo six 17.12.2024 Ne 3998/1.

JlaGoparopuuii ananis sxocTi nikaperkoro saco6y axitickenuit;

ALl "Lentpansua naGopaTopis 3 aanisy sxocTi NikapebKux 3aco6is i Meguyumol nponykuii”
(m.Knuis, Byn. Kyapsscexa 10r MKuis, Bys. Kynpascsxa 8B Kuiscska obsacs, c. Hosi Ilerpisuj,
Byn. Irana Mpanka, 19)

{ralimMenynannn Ta Micuesnaxomxenns naboparopii, mwo npoBena nabopaTopHHit AHARII MKOCTI)

Bucrozok mono sxocti mixapeskoro 3acofy, Bupannit naGoparopicro i 03.01,2025 Ne 0005

Peaynuratu nabopatoproro ananisy skocTi Aikapcekoro 3aco6y 3a neperipeHUMHY T0KasHHKaMH BIHOBIAOTH
BUMOTAM METOAIB KOHTPOIIO AKOCT] (aHANITHYHO-HOPMATHBHOT JOKYMEHTAUT).

3a  pesynbTaraMH JIEpKABHOTO  KOMTPOJIO ECTAHORMEHO, WO Jjikapchkuit  3aci6  BBezeHO Yrpaiy 3
AOTPHMAHHSIM ERMOT 3aKORONARCTBA MIOAC 3a6e3Men eHms AKOCT] MNikapehKHX 3aco6is. T,
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