NEPXKABHA CJIVIKBA 3 JIIKAPCLI( 1X 3/ ijOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCBHKIi OBJACTI

TIPOB. Cmmntmon Hapnii, 3, m.Kuis, 02099, Tven/cbarcc (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €EAPIIOY 37078774

BHCHOBOK
Npo AKICTH BEE3EHOr0 B YKpaiHy JikapchKoro 3acoby
30.10.2023 ' Ne 52181/23/10
CTPEIICUIC® ILJIOC

(uaﬁmenynanna NiKapcpKoro 3aco0y 3riAHo 3 peecTpatiiHuM MOCBIAUCHHAM)
cupei OpOMYKO3HMI; MO 20may c]mamm 3. A03Y10M UM NIPHCTPOEM; N0 1 (lmarcouy B

KapTonHiit kopo6ui
(dopma Bnnycxy, AO3yBaHHA, BUJ akyBauii Nikapchxoro sacoly)

Howep peectpartinoro nocsiiestx UA/6372/01/01 erpok aif peectpautiinoro nocsizsenis 01,01.2099
Cepl}'{ JIl KapCbKOro 38006yN2T1 E98 KiﬂbKlC“BBGSGHOl‘U mxapcmc 01-0 3&006)( 39 1 20

Bupo6uuk - Nendapm Bnagen B.B., Hinepnannu

(HaitMeRyBaHHA BUPOGHHKA Mikapchkoro 3acoly, kpaiHa MOXOLKEHHS)

Breseno 8 VipaiHy ‘TosapucTpo 3 00mexenol0 BixnosizanenicTio "PexxiTT benxizep
_Xaycexomn Enn Xenc Kep Ykpaiaa'', inenr. xox: 33696041

(Hanmnyaaum Ta ko 32 CAPIIOY 1opuanunoi ocobu a6o npissuute, iM'A, mo Garbkosi (blauqno:
~.ocobu - nmnpucmua, 1i Micue: NPOXKUBAHHA Ta: pcecrpamﬂnuﬂ HOMep 00/IiKOBO1 KapTKHA NAATHHKA
noaatkis abo cepia Ta HOMep' nacriopta)

Iporokon Bisyansuoro konTpome six 30.10.2023 Ne3343/1.

32 pesyNsTaTaMH JepKABHOTO KOHTPO/MIO' BCTAHOBJIEHO, 10 Jikapcekufl 3aci6é BaeleHo B Vkpainy 3
AOTPHMAHHAM BHMOT 3aKOHOAABCTBA 111010 3a6e3MeYeHHA AKOCTI SikapchkuX 3acabin.

Bitani B.H,H.APEHKO
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 DELPHARMB.V.  Industrieweg 15531 AD Bladel - The Netherlands

T CERT

IFICATE/N CEPTH'!DIKAT

NAME OF PRODUCT: STREPSILS® ~STREPSILSPFLUS / N: 020CK2023

PLUS, oromucosal spray | CTPEICLICE TUIIOC

HA3BA. NPOXYKII: CTPEIICIJIC@
1 IUTIOC, opoMyKo3suuit cnpeft

| Country af origin / Kpama-nupoﬁum: - - l Thc thher[and / Hl,ucpnawm

-__-_——.__“mw
"CERTIFICATE REGISTRATION NUMBER / HOMEP |Xe UN6372101101 FROM 30.09. 2020 TILL UNLIMITED
PEECTPALIAHOIO nocsmtnsmm | Ne UA/6372/01/01 BIJT 30,09.2020 AIHCHE HEOBMEXEHUN

| | Amylmetacresol 0;223 g/100 ml / Aminmerarpeson 0,223 r/100 mn;

‘Strength/ Potoncy: 12, 4-chhlombcnzyl Alcogol 0,446.8/100 mw,4-nm0p5333wm°l‘0 CITUpTY
Cuna ait / AkTunnlers: 10,446 ¢/100@0;
1 Lidocaine 0,6 g/100 m} ./ JI okaIn_:Oj'_G" /] 00.mA, | _ |
_.Dosage form I.Ilmlu:cmca thn}'_ma . [ Oromucosal spray /. Crnpelt 0poOMyK R U
{ Package size and type/ Poamip Ta-THR na xunnunn Jzo ml in bottles with dosage device /o 20 Ml Y bRaxoHax 3 A03YI0MHM
rpuctpoem Nel - il
BATCII NUMBER”I'HOMEP CEPI t3 -TIEQ.B DATE OF. MANUFACT "URE: l ,IIATA BP[POBHHHTBN
*Batch size/ *Poamlp cepits: | " 815 | EXPIRY DATE!I[,ATA FAKIHYEHHA TEPMIHY
TPUIATHOCTT:
Responsrble for Manufacture of tho product, packmg. l Delpharm Bladel B.V., Industrieweg 1, 5531 AD Bladel, ‘The' Nc.thcrlands /
{ quality control and release: ‘Manufacturing: authorisatlon no: 108865 F | |
| --Bumonmam,nnn 38 nupoﬁmam'nn, NaKyBAHRA, xompona Henmndapm: BnageaB. By I!mnc‘rpincr l; 5531:AD. Bnagen, Hinepmasunu. /
axocrl T sumyck cepil: e Jlivewaix ua pupoSiurinTso - Ne: 108863 F e |
Certificate of GMP: mmpliancc of listed site; |.GMP Certificate N: NL/H 1 18/20051 1A |
_?Cepmqwmar sigfosipgoeti GMP mas SBSIH&‘!BHOT Ccprmlnm Blnnoaimmc'rl GMP Mo NLH 13{2005[ lZA
3'U'I.'BH i, . . e , - -
e T  RESULTSOF
‘I‘ESTB IMITSE ANALYSIS
TIOKASHITXH PEIYALTATU
o o = AUAMBIB |
Appearance: { Omes ~ {'A ¢clear red solution mth n chamctcdatlc odour /| C,tjmnllcs f,ni,unoni.ga‘e |
(Oprasonciruausilt) | Mipodopuat puatnm YEPBOHOTO ‘KOMEOPY 3 XADAKTCPHHUM ‘
:_ | samaxoM.’ . . R I
Identlﬂcatlun flnemuq:lxauia (BEPX) ) | ;
| = Amylmetacresol/ Amlnmeraxpesony 'Positlvdnosisfaﬁﬂo“ ‘Complics / Bi,un'dn'inae |
- 24-dichlorobenzyl s sleohol/ 2,4~
| auxnopGeMannnnore COHPTY :Posjtlvc.’noamno | Complies / Bumoslzme
« _Lidocaine/ximowafiy | Positive/TToaurueno I Complics!anﬁmae
pHat 20 “C/panu 20 °C(Srp. D. 2.2. 3). O 6.5-1.5 o .
Welg ht/mY at 20 °C/ I‘yc'ro-ra pie 20 °C(ERD. . 2.2.3): ._:(l 99 - 1 03 1 0. 99 1,03 ¢ ml (T ] 1.01 _eg!ﬁil;(rhag);
“Quantitative determination / Kinnklene pnanaueuns: | SR T, |
Amvimetacresol / AMlnMc'raxpcaon _(BEPX) " 1. 212 0 234 % wfv 10.212~0. 234 % Mloﬁ _ 1 0.218% w/v (M/00
-*2 4~chhlorbenzyl Alcohov2,4-}lﬁxnop6cm3noaxtﬂ crmpr 0423 -0.468 % -wfv 10.423 ~0,468 % Mio6 0.437 % wiv (M/06)
e s s FEEAYE *—-_Lﬂm
| ;057 063 % wiv ;'057 063 %u/oﬁ 059%w/v(m06)
-6 X} 36,5403 % wiv I365 -.40.3 %M/oﬁ 382%w!v(ndoﬁ)
Micrnblula gical Tests/; w;: '.:_:-' ~' | | |
i Mikpo6ionoriusa unetoTas
{ Total micrabial Count/ 3amm:ua xinsxicrs ‘Not:more than 10* CFU/m! / He 6lnsure: 1028 1 mn Complies / Binnopinae
| meam:ﬁam ift (TAMC) 1{ npenapary-
Total. Yedsts: -arid:Moulds count / 3aranpia xinbkicts ‘Not more than 10" CFU/ml / He Glasme 1018 1 ma | |
zpbmponnx T miAlccienux (TYMC) Tpenapaty Complies / Bizgnosigae.
Staphylococcus alireus (€Bp D.2.6,13) | ‘Absentin 1 ml/ Mae GyTn sigcytsiM B l MIT Complies/ Bigronixee:
| Pseudomonas amp_glnosa (Epp.0.2.6.13) | Absent in 1 ml/ Mae 6yrH piacyrsim B e ] Comphcs /-Binnosizae:

3anps npo cep'rmbilcauim pac-.kaglng/labclllng gnd quality control -at the above. mentioned. s:tc(s) in full comp!iance with the GMP mquircmcnts of the.

- analysis reoord were in compliance with GMP.,

Tium a aacsimiyto, 1m0  HeReCHR BHING mcbopmauiu ¢ nocroripHoio Ta Touwow0. Lo ceplio mpomyxuit Gyno nnpoﬁncnuJ
(axmt{mow naxynammfuapryaawu) T8 FIPOBGJCHO 'KOHTPONE ft axocrl ua nmesamaqeﬂlﬂ pinsuni y nosulR
‘slanoninxocti 3 sumoramu GMP, acTaHoBneHUMY MiCUSBMM DETYLUTOPHAM OPraHOM, & TAKOX BiAMOB{AHO RO enenudrixachitt,
| mo MicTIINCA'y pcccmmiﬁnouy ZOCEE., l'[p-o'mmnu mrpnﬁmnma, RAXYBEHHR T aHANI3iB Gyno NEPEIILTHYTO TA BCTAHOBICHR
| 5 A lnnouinuim GMP, L T . t_

i @ nn authorizing the batch releasel & o1 algnat

nﬁu SIKA mmam p.oanln Ha nnnxcx cegl‘(
*'- 2 AN T LhON

b Xehsize Is indicated 83.CaSC8 qunntity per mmufncturcd batch. Onu cuf
uip cepil seanateHo Ax xinsxieTs kopoOin anpoﬁncucﬂ cepil. O’ xopo

Signature / IIl.unnc S
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| Certlﬂcatlon statement: | [ hurcby ozrufy thnt the abovc mformation is aothentic and. accurate Tlns batch uf roduct has bccn manufactumd. mcludmg 1

local Regulatory Authority and with the specification in the chnstrauon Dosster. The batch processing, packaging and




DELPHARM
DELPHARM BLADEL B.V.

Industilewea 1 « 5531 AD.Bladel - The Netherlands
Industrigweg +31 497 33 9400

| Product Name. : @ Slrepsils®Plus, sj'Oro'rijucqsalfspray.,'2_0'ml Importing Country . Ukraine
Customer . Reckitt Baenckiser Health Limited Marketing Authorization Number : UA/8372/01/01

| Dosage form 1 Oromucosal spray - Manufacturing Licence Number  : 108885 F
Lot number : TYESS | ~ Customerltem number 12318547
Initernal SAP Lot hr : 2209100906 Item niimber Manufacturer 1 11032431

Manufacturing dats : 11-08-2023 ° Explry Date : 09-2026
Unlts released 139120 Package size /type : 20-'ml / Bottles

:
r i

III Active [naced]

| Amylmetacresol 0.223 mivh
‘2:4-Dichlerobenzyl alcohol 0.44556 miv%
 Lidocalne. 0.60 mh%

mr r.“' .-'- _

Normm of réference  Results Speociflcations Units

‘Appearance Spec 11032431.v07  Conform A-clear red solution with a
A clear red solutlan with a
j charactaristic odour

| | Relativa density {welght/ml) at S o
| 20°C Spec 11032431.v07 1.0 0.99+1.03 g/mi

|

| pHat 20 °C Spec 11032431.v07 7.4 8.5-7.5

| Identification Amylmetacresol Spec 11032431.v07  Conform  Positive

Identification 2,4-Dichlorobentyl ) o
| alcohol Spec 11032431.v07  Conform Posttive
1

Identlfication Lidocalne Spec 1103243107 Conform  Positive

| Amylmetacresol content Spec 110324315407  0.218 0.212 4 0.234 %hmv

-----

content Spes 11032431.v07 0,437 0,423 - 0.468 % mNV
Lidocalne base content Spec 1103243107  0.59 0.67 - 0.63 % mN
| Ethanol content Spec11032431.¥07  38.2 36.5-40.3 % VN

Mean Filling Volume CVP 11032431.v16 209 20.0 - 22.0 ml
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DELPHARM Industrleweg 1 -5531 AD Bladel - The Netherlands
DELPHARM BLADEL B.V. j.a-;ﬂ 49_?=.-_33 9400

—H& Nt
;Pro_du'ct Name : @ Strepsiis®Plus, Oromucosal spray, 20m! Importing Country : Ukralne '!
Customer : Reckltt Benckiser Health Limited Marketing Authorization Number : UA/8372/01/01 |

—

{Dosage form + Oromucosal spray Manufacttring Licence Number : 108885 F

| Lot number +T1E98 Customer Item number : 2318547

Intemnal SAP Lotnr ;2209100908 iter numbir Manufacturer : 11032431 »
| Manufacturing date :11-08-2023 Explry Date 1 09-2028 |
| Units released : 39120 Package siza / type : 20 mi/ Bottles

‘Norm of reference  Resulta Speclfications Unlts

s

Spec 11032431507 <10 <100 . CFUml

[Total asrobic microblal count
] :
Total yeast and mould count Spoc 11032431.v07 <10 £10 CFU/m!

Pseudomonas Aeruglinosa 399011032431\:07 ~ Conform Absentin 1 m

| staphylococcus Aureus Spec 11032431.¥07  Conform Abgent in 1 ml

| Storage / Transport Conditions: Store below 25°C

|
i,

labelling and quallty control at the above mentioned slte In full compliance with the GMP requirements of the local Regutatory Authority
and with the-specifications. in the Marketing Authorisation of the importing country. The batch processing, packaging ar% anﬁlysig
records were reviewed and found to be In compliance with GMP. | -

Qualifled Person: Signature: Release date:

| heréby certify that the above Information Is authentlc and accurate. This batch of product has been manufactured; including packaging/

e

Tine. P!,_BSSQFEE

03 ocT Lokl |




