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PEMYBIJIMKA CPBNJA
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The Pharmaceutical Chamber of Serbia

NPUKA3 JOKYMEHTAUWUIE HEONXOAHE NPU
KBAIUOGUKALUIU / PEKBATUPUKALUIU
AOBAB/bAHA PAPMALEEYTCKOrI
MATEPUIANA 3A U3PALLY MATUCTPANTHUX /
FTANEHCKUX NPENAPATA & NPUIEM
®APMALEEYTCKOI MATEPUIANA Of,
KBA/JIUGPUKOBAHOTI JOBAB/BAYA

MAT ®APM CMEL, TOPAH M. MAPKOBU®,
KBLL "3BE3OAPA" BEOTPA/L
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BOAWY AOBPE AINMOTEKAPCKE NMPAKCE

*BOANY NOBPE AINMOTEKAPCKE MNMPAKRCE
*,,Cn. TnacHuk PC" 6p. 27/2021 op 24.3.2021.

« MPUNOT 4 CTAHOAPAM OOBPE AMOTEKAPCKE MPAKCE 3A
M3PAZLY Y ANOTELA

*https://www.farmkom.rs/farmkom.php?id=69
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https://www.farmkom.rs/farmkom.php?id=69

[MOJNTASHU MATEPUIAJTU 3A U3PALY MATUCTPAJTHUX
N TANEHCKUX TTPEMNAPATA

*BPCTE NMOJIASHOI MATEPWJAIA 3A USPALY
MAINMCTPATHUX U TAJIEHCRKUX TIPEMAPATA

1.AKTUBHA CYNCTAHLUA

2.MOMOTRHA CYNCTAHLUA

* MOpa aga byae npousBedeHa y CKnagy ca oarosapajyhum
CmepHuUama anobpe npounssohavKke npakce

* He mopa Aa byae npousseaeHa y cknaay ca CmepHuUama
[obpe npomnssohayke npakce

3.MATEPUIJAN 3A NAKOBAKE
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KBAJTUOUKALMIA / PEKBAJTUDOUKALINIA
OOBAB/bAYHA ®APM. MATEPUJANA

v OarosopHocT marucrtpa dapmaumje
v Cnucak oaobpeHunx aobaBsbaya 3a cBe maTepujane L}OHOCM ce

y Cknagy ca noctojehom mnpoueaypom anoTeke/raneHcke
nabopartopuje 3a kBanmdbuKaumjy nobasrbaya.

v Cnucak oaobpeHnx aobass/baya ycBaja ce Ha OCHOBY 06aBe3HUX
npeaycnosa (Npou3Bohaya Koju Cy YMNUCAHU Yy pernucrap
npou3Bohaya aKTUBHUX CYNCTaHUM Koju BoaAM MMUHUCTAPCTBO
34paB/ba, OAHOCHO O/ Besienpojaja NeKoBa Koje noceayjy
nossony MwuHucTapcTBa 34paB/ba 3@ NPOMET  MNOJA3HUX
cynctaHum (aKTMBHMX U MOMONHMKX) Y OPUrMHAZIHOM MaKOBakby
npom3BoL%aL|a) n OdopaTHux Kputepujyma (1ISO 9001, ISO 13485;
KagpOBCKU, TEXHUYKU U PUHAHCUjCKM KanaumnTeTn obassbaya).
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https://www.zdravlje.gov.rs/tekst/344317 /spiskovi-pravnih-subjekata-i-fizickih-
lica-kojiposeduju-dozvolu-ministarstva-za-zdravlja-za-obavljanje-delatnosti.php

% CnwnckoBu npaeBHWX cyBjekata v X +

<« cC o

CovVID-19

AKTYENHO

BECTH

JIHHKOBH

HU3OBAJAMO

HMHCNEKLUHJE

KOHTAKT

& zdravlje.gov.rs/tekst/344317/spiskovi-pravnih-subjekata-i-fizickih-lica-kojiposeduju-dozvolu-ministarstva-za-zdravlja-za-obavljanje-delatnosti.php

MWHWUCTAPCTBO ¥  AKTYENHO ¥V AOKYMEHTHM ¥ BYLETCKWM ©OHA ¥V 30PABCTBEHM TYPM3AM ¥V AMNP3C V. KOHTAKT ¥

————————————— e

(I)I/IBHT—IKI/IX JIMITA KOJU Iocenyjy
n03BOJIy MUHHUCTApPCTBA 3a 3ApaBjba

3a 00aB/balLE NEeJIaTHOCTHU

Cnucak Benenpoaaja nekoba M MeAWUMHCKKX cpeacTaBa, centembap 2021,

Cnucak Benenpoaaja MeaWLMHCKHUX cpeacTaBa, centemdap 2021.

Cnucak raneHckrx naboparopuja centembdap 2021,

Cnucak 4NN nadopatopuja centembdap 2021.

Cnucak MPOMU3BOBAYA AKTUBHKUX CYNCTAHUM centembap 2021.

Cnucak npouseohava MeouUMHCKMX cpeacTaBa, centembdap 2021,

Cnu1cak cneumjanrMsoBaHKx NpodaBHKUA, cenTembap 2021.

Cnucak npouseohava nekosa, centembap 2021

»

»

»

»

»

»

»

»
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[Tpumep no3Bose MUHKUCTapPCTBa 34paB/ba 33
NPOMET NOJIa3HUX CYNCTaHLUM

Penyoauka CpbGuja
MHHHCTAPCTBO 3JIPABJBA
Bpoj: 515-04-02435/2014-11
Hdarym: 11. jyua 2014, roanHe
b e or pana, Hemarwuna 22-26
Ten. 011/311-4949
3H

Munucrap 3apassba PenyGaunke CpbGuje, pewasajyhmn no 3axTeBy
Tproeumuckor mnpeay3eha "SB TRADE" n.0.0. Beorpaa, Burosscka 6p. 20, 3a usMeHy
NO3BOJIE 3a MPOMET HAa BEJIMKO JIEKOBA M MEAMUMHCKHX CpeZCcTasa, a Ha OCHOBY unaHa 212. crae
6. 3aKkoHa O JIEKOBMMA ¥ MEAMLIMHCKHM cpeacTteuMma ("CayxGenun rnacamk PC”, 6poj 30/2010 »
107/2012) u unana 192. crae 1. 3akoHa O omuTrem ynpaBHOM noctynky ("CayxGenmn nucr
CPJ", 6p. 33/97 1 31/2001), noHocH

PEINIEKE

I M3/IAJE CE JO3BOJIA Tprosaackom npeaysehy "SB TRADE" a.o.o.
Beorpaa, Burto/scka 6p. 20, 3a npoMeT HA BEAHKO - YBO3, H3B03, HaGaBKYy, CKIAAAHINTEH-€ H
amcrpubyunjy Ha teputopujn Penybamke CpOuje M3 MOCIOBHHUX CKIAIMIIHHMX MNpPOCTOpHja
vKynHe noppumHe 140,21 M’ y Beorpany, Kpysxkxuau nyT 6p. 26, u To:

1. JlexoBa 3a xymany ynorpeby no ATC (Anatomical Therapeutic Chemical)
knacudpukaumjm, ciaenehe rmasHe TeparnMjcke rpyrne:

- DOS-AHTHUCENTHLIM M Ae3HHPHIIM]SHLIH

2. TpaauuHOHAJJIHHX JIeKOBa

3. MeamuHMHCKHX Ccpeacrasa

Kace Ila
- kateropuje 10 - MeamumMHCcKa CpeICTBA 3a jeIHOKPpaTHY ynorpeoy

4. Mona3zHHUX CYNCTAHOH 33 NPOH3BOAEKY, OAHOCHO 3a H3PAAY FAJEHCKHX H

MAIHMCTPAJNTHHX JIEKOBA V OPHIHHAJIHOM NaxKosamy npou}sohaqa.

II YKHMJA CE pewerbe MuHHcTapcTBa 3apasba 6poj 515-04-05375/2011-08
on 30.11.2011. roauHe.



ISO 9001:2015 Quality Management System primarnog i finalnog proizvodaca

— I£:Net — -

THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

DQ$ has issued an IQNet recognized certificate that the organization

CERTIFICATE

This is 10 cenry that

~ SB Trade doo

Bitogska 20
& 11030 Beigrage
Sertia

Merck KGaA

Frankfurter Strasse 250
64203 Darmstadt
Germany

has impiementad and maintains 3 Quality Management System.

with the organizational units/sites as listed in the annex
Scope:

P g of active ces for phar P g g and quality control
w ale of phar products

has implementad and maintains a Quality Management System.

for the following scope:
Development. manufacture and distribution of basic chemicals, special chemical products and analytical systems.

Through an audit, documented In 3 report. it was vermed that the management system
fuifliis the requirements of the foSowing standara:
which fulfills the requirements of the following standard:

1SO 9001 : 2015 1SO 8001 : 2015

Issued on: 2020-11-24
Expires on: 2023-11-23
Ceriificate regisiration no. 449422 QM1S
This attestation is directly inked o the 1QMNet Pariner's original certficate and Vaiid from 2021-06-04
shall not be used as a stand-alone document.
Vaha untl 2024-04-11
Registration number: DE-005356 QM15 Date of certfication 2021-06-04 ( DAKKS
Teeeme
P i
166743100
DQS GmbH
o
Alex Shoichifoiu
President of IQNe# [
tu&
IQiNet Pariners™
AENOR Spain AFNOR Cerification France APCER Porfugal CCC Cyprus CISQ iy \"“-‘ """
CQC China COM Chna CQS CZech Repubiic Cro Cert Croaia DQS Hoiding GmbH Germany EAGLE Cerification Group USA
FCANM Brazl FONDONORMA Venezuela ICONTEC Colomiva Inspecia Serfioind Oy Finiand INTECO Cosla Rica
IRAM Argeniing JQA Japan KFQ Korsa MIRTEC Greece MSZT Hungary Nemlo AS Morway NSAl reknd
NYCE-SIGE México PCEC Poland Cualty Ausirla Austis RR Russiz Sl lsmel SIC Slovenia Accredes Boov: DIS Gmes 21, spa33 P Sa——

SIRIM QAS Intematonal Mfalsyss SOS  SRAC TEST St B g Russis TSE Turkey YUQS Serbls Agminzrave Ofice DOS-Hetas Lt £ Xaavmon Street, 13564 K230 - Athens, Greece

~ The list of IQNet partness ks valld at the time of lssue of this cenificate. Updated information s avallabie under www. ignet-corification com




KBAJTUOUKALINIA / PEKBAJTMOUKALINIA X

> my B@
NOBAB/bAYA PAPM. MATEPUIANA III “%mé 2

] 3a cBaKy BpcTy dapmaueyTcKor maTepmjaaia mopa Aa noctojm mmHumanHo BA oaobpeHa
nobas/baya.

* KBanndwuKkauujom / pekBannduKaLumnjom, O4HOCHO NPU MPBOM NpUjeMy akTUBHUX dapMaLeyTCKUX
CYMNCTaHLK, OAHOCHO 3a NOMOhHY CyncTaHLYy 3a KOjy je anoTeKa Ha OCHOBY NPOLLEHEe PU3MKA
yTBPAWAA Aa MOpa Aa byae npousseseHa y cknagy ca CmepHuuama Jlobpe npomssohauke npakce
33 aKTUBHe cyncTaHue o oaobpeHor gobas/baya ce 3axTeBa Aa UMa:

* 1.) Baxkehu Ceptudukar flobpe npoussohauke npakce (GMP ceptudumkar) 3a mecto
NPOU3BOAHE aKTUBHE CYNCTaHLEe, 04HOCHO U3BewlTaj 0 ycarnaweHoCTU NpousBoae ca
CmepHuuyama [lobpe npoussohauke npakce-gpyrm geo, nnm ceptndukar o ycknaheHoctum
aKTUBHE cyncTaHue ca moHorpadujom Esponcke ¢papmakoneje (CEP).

* 2.) GDP ceptudmKart, 0o4HOCHO APYrM AOKa3 Aa ce CyncTaHue AMcTpnbyupajy y cknaay ca
CmepHUUama gobpe npakce y AUCTPUOYLNjM aKTUBHUX CYNCTAHLM 33 XyMaHe JIeKoBe.

‘==’ GAPMALIEYTCKA KOMOPA

The Pharmaceutical Chamber of Serbia



Regierungsprasidium Darmstadt

Zertifikat-Nr./Certificate no:

HESSEN

=

DE_HE_01_GMP_2020_0110

BESTATIGUNG DER UBEREINSTIMMUNG EINES
HERSTELLERS MIT GMP

Teil 1

Ausgestellt nach einer Inspektion geman

« Art. 111 (5) der Richtlinie 2001/83/EG

Die zustaéndige deutsche Uberwachungsbehdrde
bestatigt:

Der Hersteller
Merck KGaA

Anschrift der Betriebsstatte

Merck KGaA

Frankfurter StraBe 250

A18, A19, A25, A32, D3, D39, E60, G20, 110, 129, L29,
N2, N23, N26, N70, N79, NSO, 021, O30, P11, P12,
Q3, R48, V41, V42, V66, V67

64293 Darmstadt

Deutschland

= Ist Wirkstoffhersteller und wurde inspiziert gemaB
- Art. 111 (1) der Richtlinie 2001/83/EG

umgesetzt in deutsches Recht durch:

§ 64 Abs. 1 Arzneimittelgesetz

Aufgrund der aus der letzten Inspektion vom
02. Juli 2020 gewonnenen Erkenntnisse wird far die
oben genannte Betriebsstatte des Herstellers die
Ubereinstimmung mit den Anforderungen der Guten
Herstellungspraxis festgestellt, die sich aus

= den GMP-Grundsatzen fir Wirkstoffe gemas
- Artikel 47 der Richtlinie 2001/83/EG

ko e es - 1

Unterschrift: Doris Beyer-Rébig e \ Seite 1 von 11

DE_HE_01_GMP_2020_0110 24.08.2020

Zertifikat-Nr./Certificate no:
DE_HE_01_GMP_2020_0110

Aktenzeichen/Reference Number:
1123.218 L 18.01/ 1402-1

CERTIFICATE OF GMP COMPLIANCE OF A
MANUFACTURER

Part 1

Issued following an inspection in accordance with

« Art. 111 (5) of Directive 2001/83/EC

The competent authority of GERMANY confirms the
following:

The manufacturer
Merck KGaA

Site address

Merck KGaA

Frankfurter StraBe 250

A18, A19, A25, A32, D3, D39, E60, G20, 110, 129, L29,
N2, N23, N26, N70, N79, N90, O21, O30, P11, P12,
Q3, R48, V41, V42, V66, V67

64293 Darmstadt

Germany

- Is an active substance manufacturer that has been
inspected in accordance with
- Art. 111 (1) of Directive 2001/83/EC
transposed in the following national legisiation:
Sect 64 para 1 Arzneimittelgesetz (German Drug Law)

From the knowledge gained during the inspection of
this manufacturer, the latest of which was conducted on
02 July 2020, it is considered that it complies with the
Good Manufacturing Practice requirements referred to
in

« the principles of GMP for active substances referred
toin
- Article 47 of Directive 2001/83/EC

Cnyuaj 1: bopHa KucennHa API (npunoxeH EU GMP sertifikat)

Annex (GMP Certificate is valid for following items)

819110

Bibrocathol

100164

Boric acid cryst., EMPROVE® API Ph Eur,BP,NF

102422

Calcium carbonate precipitated (<= 0.002 % Fe) EMPROVE® API Ph
Eur,BP,USP,JP

102465

Calcium chloride dihydrate EMPROVE® API Ph Eur,BP,JP,USP

500112

Cocarboxylase chloride thiamine diphosphoric acid ester chloride
EMPROVE® API

500111

Cocarboxylase tetrahydrate (thiamine diphosphoric acid ester tetrahydrate)
EMPROVE® API

109828

di-Potassium hydrogen phosphate anhydrous, low in sodium EMPROVE®
API Ph Eur,BP,USP

105303

D(-)-Mannitol low in endotoxins suitable for use in solution EMPROVE® API
Ph Eur,BP,USP,JP

108432

Urea cryst. EMPROVE® API Ph Eur,BP,USP

105040

Potassium iodide EMPROVE® API Ph Eur,BP,JP,USP

102367

Magnesium chloride hexahydrate cryst. EMPROVE® API Ph
Eur,BP,JPC,USP

106235 | Sodium acetate trihydrate EMPROVE® API Ph Eur,BP,JP,USP,FCC,E 262
106236 | Sodium acetate anhydrous EMPROVE® API USP,FCC,E 262
106444 | Sodium chloride EMPROVE® API Ph Eur,BP,JP,USP

106441

Sodium fluoride EMPROVE® API Ph Eur,BP,USP

106567

Sodium perchlorate monohydrate suitable for use as an active pharmaceutical

ingredient

500022

Praziquantel fine powder, suitable for use as an active pharmaceutical
ingredient Ph Eur,USP

502101 | Safinamide methansulfonate
500667 | Thiamine phosphoric acid ester chloride dihydrate EMPROVE® API
108815 | Zinc chloride EMPROVE® API Ph Eur,BP,USP

106666

tri-Sodium citrate dihydrate low in endotoxins, EMPROVE® API Ph
Eur,BP,JP,USP




http://eudragmdp.ema.europa.eu/inspections/gmpc/searchGMPCompliance.do

Help

Mon 11 Oct 2021 17:23:57 BST|

GMP Compliance Menu Search GMP Compliance

MA | GMP | APIREG | WDA | GDP | Sites

Search Certficate Number: | |
GMP Certificates
Non-Compliance Report From Date: : [T8] (YYYY-MM-DD)
To Date: E (YYYY-MM-DD)
Site Detalls

DUNS Number: | | R

Name: | Merck KGaA |

City: | |
Country: [ GERMANY v ¥

Postcode: | |

EudraGMOP Site Reference Number: | |

NCA Reference Key: | |

MIA Number: | |
Legal Basis Of Certificate Enable Scope Search: 0
Type of Inspection Enable Inspection Search: 0
Operations Enable Operations Search: 0

Include Non-Compliance Report:

|

GMPC Search Results , 2 items &l
EudraGMDP D Inspection
Certificate Number Document Tyre Fl MIA Number Site Name Site Address City i Postcode F§ Country | End Date
Reference Number | /P
GMPC

DE_HE_01_GMP_2020 0110 1 Frankfurter Strasse 250, A18, A19, A25 A32, D3, 4 .07-
_HE_01_GMP_2020 | 06303 Merck KGaA D3 E60 620, 10,13, L29. N2 N2, NBE. NTO. Darmstadt 64293 de (2]220 0
N79, N90, 021, 030, P11, P12, Q3, R48, Vi1,
V42, V66, VeT
DE_HE_01_GMP_2016 0013 34164 GMPC Merck KGaA Frankfurter Strasse 250, G20, J29, J36, L22, 129,  Darmstadt 64293 de 2015-10-
N2 N23 N26 N79. 021,030 P11, P12, V41, 20




http://eudragmdp.ema.europa.eu/inspections/gmpc/searchGMPCompliance.do

C (¢ A Notsecure | eudragmdp.ema.europa.eu/inspections/gmpc/searchGMPCompliance.do?ctrl=searchGMPCResultControlList&action=Drilldown&param=106303 ¢ ‘;

EudraGMDP

MA | GMP | APIREG | WDA | GDP | Sites Help
Mon 11 Oct 2021 17:32:58 BST|

Search

Print Preview Print Preview {Short version] ‘

GMP Certificates
Non-Compliance Report

Regierungsprasidium Darmstadt

CERTIFICATE NUMBER :DE_HE_01_GMP_2020 0110
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER (1) 12)
Part1

Issued following an inspection in accordance with :
Art. 111(5) of Directive 2001/83/EC as amended

The competent authority of Germany confirms the following:
The manufacturer :Merck KGaA
Site address * Frankfurter Strasse 250, A18, A19, A25, A32, D3, D39, £60, G20, 110, 129, .29, N2, N23, N26, N70, N79, N90, 021, 030, P11, P12, Q3, R4S, Vi1, V42, VIGE, V67, Darmstadt, Hessen, 64293, Germany

Is an active substance manufacturer that has been inspected in accordance with  Art. 111(1) of Directive 2001/83/EC .

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on 2020-07-02 it is considered that it complies with
« The principles of GMP for active substances (3 referred to in Article 47 of Directive 2001/83/EC
This certificate reflects the status of the manufacturing site at the time of the inspection noted above and should not be relied upon to reflect the compliance status if more than three years have elapsed since the date of that inspection. However, this

period of validity may be reduced or extended using regulatory risk management principles by an entry in the Restrictions or Clarifying remarks field. This certificate is valid enly when presented with all pages and both Parts 1 and 2.
The authenticity of this certificate may be verified in EudraGMDP. If it does not appear, please contac! the issuing authority.

(1) The certificate referred to in paragraph 111(3) of Directive 2001/83/EC and 80(5) of Directive 2001/82/EC, shall also be required for imports coming from third countries info @ Member State:
(2) Guidance on the interpretation of this template can be found in the Help menu of EudraGMDP database.
(3) These requirements fulfil the GMP recommendations of WHO.

Part 2

Humian Medicinal Products ||

Manufacture of active substance. Names of substances subject to inspection




CEPTUDOPUKAT AHANTU3E BOPHE KUCEJIUHE Koju npatn ncnopyky

Certificate of Analysis

1.00164.9025 Boric acid cryst.,, EMPROVE® API| Ph Eur,BP,NF

Batch AM1363664
Spec. Values Batch Values
Assay (alkalimetric, calculated on dried 99.5 - 100.5 % 100.1 %
substance)
Assay (alkalimetric) 99.0 - 100.5 % 100.1 %
Identity passes test passes test
Appearance of solution passes test passes test
Completeness of solution passes test passes test
Solubility in ethanol passes test passes test
pH-value (3.3 %, water) 3.8-48 4.0
Sulfate (SO4) <0.04 % <0.04 %
Heavy metals (as Pb) < 0.0015 % < 0.0015 %
As (Arsenic) (*) < 0.001 % < 0.00015 %
Organic impurities passes test passes test
Residual solvents (ICH Q3C) excluded by excluded by
manufacturing manufacturing
process process
Loss on drying (over silica gel) <05 % <0.2 %

Elemental impurity specifications have been set considering ICH Q3D (Guideline for Elemental Impurities). Class 1-3 elements are not
likely to be present above the ICH Q3D option 1 limit, unless specified and indicated (*).
Corresponds to Ph Eur,BP,NF

Date of examination (DD.MM.YYYY) 14.11.2018
Minimum shelf life (DD.MM.YYYY) 30.11.2023

Claudia Wiegand
Responsible laboratory manager quality control

This document has been produced electronically and is valid without a signature.



Cnyuaj 2: BogoHuK-nepoKeng, APl (npunoxxeH CEP mecTta cuHTe3e
API)
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3 Cé_l_*tiﬁcation of Substances Department
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et CONSEIL DE UEUROPE

Certificate of suitability
No. RO-CEP 2018-079-Rev 02

Name of the substance:
HYDROGEN PEROX!DE SOLUTION (30 PER CENT)

Name of holder
EVONIK RESOURCE EFFICIENCY GMBH

Rodenbacher Chausseé 4 .
Germany-63457 Hanau-Wolfgang

Site(s) of production? |
SEE ANNEX 1.

THIS c:g‘rlr'lcajl_"_!_ SUPERSEDES THE PREVIOUS CERTIFICATE
RO-CEP 2018-079-REV 01

After examination of the information provided on the manufacturing method and subsequent
processes (including purification) for this substance on the site(s) of production listed in annex, we
certify that the quality of the substance is suitably controlled by the current version of the
monograph HYDROGEN PEROXIDE SOLUTION (30 PER CENT) no. 396 of the European
Pharmacopoeia, current edition including supplernents, only if it is supplemented by the test(s)
mentioned below, based on the analytical procedure(s) glven in annex.

The test for organlc stabilisers described in the monograph is replaced by:
— Test for organic stabiliser (TOC) ; (Annex 2)
TOC i not more than 500 mg/l

In the last steps of the synthesis water is used as solvent

The followlng elemental impurities classified in ICH Q3D are Intenﬂonally introduced in the
manufacture of the substance: Palladium and Tin.

The re-test period of the substance is 2 years if stored elther‘ in polyethylene jerrycans or
polyethylene intermediate bulk containers sealed with polyethylene caps, wlth an integrated
degassing membrane.

The holder of the certificate has declared the absence of use of material of human or anlmal
origin in the manufacture of the substance. b

The substance is stabilised with sodium stannate trihydrate, 1-hydroxyethane-(1,1-di-phosponic
acid), ammonium nitrate and potassium pyrophosphate. 2O

Address: 7 Allée Kastner, CS 30026
F-67081 Strasbourg (France)
Tel: +33 (0) 3 88 41 30 30 — Fax: +33 (0) 3 88 41 27 71 - e-mail: cep@edgm.eu
Internet: hitp://www.edqm.eu

35
36
37
38

39
40
41

The submitted dossier must be updated after any significant change that may alter the quality,

, safety or efficacy of the substance.

Manufacture of the substance shall take place in accordance with the Good Manufacturing Practice
and in accordance with the dossier submitted.

'FalIUi'éi:o comply with these provisions will render this certificate void.

Thls certmcate Is granted within the framework of the procedure established by the European
Pharmacopoela Commission [Resolution AP-CSP (07) 1] for a period of five years starting from
18 February 2019 Moreover, it is granted according to the provisions of Directive 2001/83/EC
and Directive 2001/82/EC and any subsequent amendment, and the related guidelines.

This certificate has t\_db annexes, the first of 1 page and the second of 2 pages.
This certificate has
lines.

Director o EDQM

Strasbourg, 6 August 2019
DECLARATION OF ACCESS (%o be filled in by the certlﬂcate holder under their own responsibllity)

EVONIK RESOURCE EFFICIENCY GMBH, as holder of the certificate of suitability

RO-CEP 2018-079-Rev 02 for Hydrogen peroxide solution (30 per cent)

SB Trade" d.o.o., Bltoljska 20
(name of the pharmaceul

hereby authorises .

to use the above-mentioned certificate of suitability in support of thelr appllcatlon(s) for the following
Marketing Authorisation(s): (narme of producl(s) and ting ..7), /f kinowr)

Vodonik peroksid rastvor 30%, 11 (SB Trade)
Vodonik peroksid rastvor 30%, 10kg (SB Trade)

The holder also certifies that no significant changes to the operations as described In the CEP dossler
have been made since the granting of this version of the certificate.

Date and Signature (of the CEP holder):
20.09.2019 L

Address: 7 Allée Kastner, CS 30026
F-67081 Strasbourg (France)
Tel: -+33 (0) 3 88 41 30 30 — Fax: +33 (0) 3 88 41 27 71 - e-mall: cep@edqm.eu

Internet: hitp://viww.edam.eu .2 e
Page 2 o



https://extranet.edgm.eu/publications/recherches_ CEP.shtml

> @ 0 (& edranetedgmeupublcationsecherches CEPshiml < C @& exiranetedgm.eu/4DLink1/4DCGI/Query CEP?vSelectName=18&Case TSE=noned
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® You can search the certification database by:

2 records matching vour search string: " hydrogen peroxide".

- Name of the certifisd substance or Click on the hyperlink(s) in column"Substance Number" below to obtain a more detailed
- Monogragh number or information on the substance monograph.
- Holder of the certificate or =

- Certificate number or
- Issue date of certificate or Issue date - Indicates date of issue of the Certificate number listed.'

- Expiry date of certificate
- Status of the certificate

Type - The type of certificate is given as TSE or Chemical or Double and indicates whether a
e e b ey, erba! nd Chemical and T8 (= certificate is concerned by TSE risk evaluation ('TSE') or evaluation of chemical and
microbiological quality ('Chem.") or both ('Double’).!

If you are inferested in alf types of certificates . please select the button beside "all”” If you are only interested in
TSE or herbal certificates, please select the button beside your required choice and only TSE or herbal certificates
will be displayed as a result of your choice.

New Search

M Substance . Certificate Issue End
search a Substance Certificate Holder Status Type
O 7sE Only Number Number Date date
that O Herbal only 205 Hydrogen peroxide SOLVAY CHEMIE B.V. RO-CEP 2018167 [, 120\l Chemical
|hydrogen peroxide | = solution (30 per cent) HERTEN ML - Rev 00
Search | = Clear Hydrogen peroxide EVONIK OPERATIONS RO-CEP 2018-079 . ,
396 selution (30 per cent) GMBH Hanau DE - Rev 03 05/11/2020)valid Chemical

New Search



Cnyuaj 2: BogoHuk-nepokeng, APl (npunoxkeH EU GMP ceptudukar mecra

cuHTe3e API)

VWO NOUDWN -

BASG / AGES MEA
Institut Uberwachung
Traiseng. 5, 1200 Wien, Osterreich

Bundesamt fir
Sicherheit im
Gesundheitswesen

BASG

GMP-ZERTIFIKAT / CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Zertifikat Nr.: / Certificate No.: INS-482446-0005-001

Teil 1 / Part 1

Ausgestellt auf Basis einer Inspektion in Ubereinstimmung mit /
Issued following an inspection in accordance with

XI  Art. 111(5) of Directive 2001/83/EC
O  Art. 80(5) of Directive 2001/82/EC
O Art. 15 of Directive 2001/20/EC

Die zusténdige Behorde Osterreichs bestétigt wie folgt: /
The competent authority of Austria confirms the following:

Der Betrieb / The manufacturer

Evonik Peroxid GmbH
IndustriestraBe 1
9721 WeiBenstein

wurde im Rahmen des nationalen Inspektionsprogramms inspiziert, in Verbindung mit der Geschaftszahl
(Hersteller-Lizenznummer) / has been inspected under the national inspection programime in connection
with manufacturing authorisation no. 482446

in Ubereinstimmung mit / in accordance with

XI  Art. 40 of Directive 2001/83/EC
O Art. 44 of Directive 2001/82/EC
O Art. 13 of Directive 2001/20/EC

umgesetzt in folgende nationale Gesetzgebung / transposed in the following national legislation:
Verordnung der Bundesministerin fiir Gesundheit und Frauen betreffend Betriebe, die Arzneimittel
herstellen, kontrollieren oder in Verkehr bringen (Arzneimittelbetriebsordnung 2009 - AMBO 2009),
BGBI. II Nr. 324/2008, in der geltenden Fassung'.

und / and

Ist ein Wirkstoffhersteller, inspiziert in Ubereinstimmung mit /
1Is an active substance manufacturer that has been inspected in accordance with

X Art. 111(1) of Directive 2001/83/EC

umgesetzt in folgende nationale Gesetzgebung /

transposed in the following national legislation:

"Verordnung der Bundesministerin fiir Gesundheit und Frauen betreffend Betriebe, die Arzneimittel
herstellen, kontrollieren oder in Verkehr bringen (Arzneimittelbetriebsordnung 2009 - AMBO 2009),
BGBI. II Nr. 324/2008'
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- Bundesamt fur
Sicherheit im
Gesundheitswesen

i BASG

BASG / AGES MEA
Institut Uberwachung
Traiseng. 5, 1200 Wien, Osterreich

GMP-ZERTIFIKAT / CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Zertifikat Nr.: / Certificate No.: INS-482446-0005-001

Teil 2 / Part 2

X1 Humanarzneimittel | Human Medicinal Products
[ veterinararzneimittel | Veterinary Medicinal Products
Priifpréparate zur klinischen Priifung / Human Investigational Medicinal Products

Clphaser [phasenr  [phasent [ phase Iv

Teil 3 — HERSTELLUNGSTATIGKEITEN - WIRKSTOFFE / Part 3 — MANUFACTURING
OPERATIONS — ACTIVE SUBSTANCES

Wirkstoff / Active Substance: Hydrogen Peroxide

3.1 Herstellung von chemisch synthetisierten Wirkstoffen / Manufacture of Active
Chemical Synthesis

3.1.2 Herstellung des Wirkstoffes in nicht aufbereiteter Form / Manufacture of crude active substance
3.1.3  Salzbildung / Aufreinigungsschritte / Sait formation / Purification Steps: Filtration mittels
Coalescer und Destillation / Filtration using coalescence and destillation.

3.5  AbschlieBende Bearbeitungsschritte / General Finishing Steps

3.5.2 Primarverpacken / Primary Packaging

3.6 Qualititskontrolle / Quality control testing

3.6.1 Chemisch/ Physikalisch / Chemical/Physical

Mbgliche Einschrankungen oder Erklarungen beziiglich des vorliegenden Zertifikats /
Any restrictions or clarifying remarks related to the scope of this certificate:
Keine / none

Fiir das Bundesamt f,ii?Sichefh it im éésundheitswesen 7

For the Fedelkg|iOffice for Safety in Health Care

g




CEPTUOUKAT AHANUIE NPUMAPHOI NPOU3BOBAYA API, BOaOHUK-NEepoKcua,

EVONIK @ evonik

Leading Beyond Chemistry
Product PERSYNT® 300 GMP 30.00 KG / 66,00 lbs Page20f2
e i 30.12.2020
Material 99094946 D :
Page 10f 2 Batch 1201103440
B Delivery Number / tem 3006867274 | 000001
LAST21 Mallacken Inspection Certificate 3.1
according to EN 10204
Brenntag Serbien Date 30.12.2020
Rajka Mitica 6
11040 BELGRADE Delivery Number / item 3006867274 / 000001
REPUBLIC.OF SERBIA Order Number / Item 2004381748 / 000001
Date 14.12.2020
Active Oxygens
Specification
Property / Test method Unit Value Min Max.
Al624M30  pH value (directly measured) 19 40
Product PERSYNT® 300 GMP OWM: -
30.00 KG / 66.00 Ibs Jerrycan 3H1 PN B e taack
Material 99094946 Customer no. 7000145770 AIB24N10  Non-volatile residue mg/ 305 2000
Quantity 1980 KG = 66 CAN Your purchase order 4564005851 AIAOWN10 Gravimetry
Batch 1201103440 Date 14.12.2020 AIB24M40  Acidity [meg/l] 21 05 50
Production date Nov 3, 2020 BLAOHMNAD Thraton
Expiration date Nov 3, 2022 Al624T18  Organic stabilizers: <= 500ppm pass the test
Spec.No 28929 / 1 AIAOWO30 TOC-Measurement
Sign of Car / Wagon LJ 953 PH AlB24T12 ’ ” pass the test
Sign of Trailer LJ 673 GL Apascance: cloar odlouriess figud
Manufactured at Evonik Pefoxld GmbH UD date Dec 23, 2020
1, A-9721 i 1
Austria Al espect forman
With this Cerlifiate Of Analysis, in writen form of an "Inspection Certificate 3.1 ace. EN 10204 it is herewith certified that the above c '?:'a"";;": slpp o 1o poplorence of oy product e subject o oue ek of coniruct and Ganaral efs and
information is authentic and accurate. This batch of Hydrogen Peroxide has been including i and T uon|s - Xy » ? )
quality control at the above mentioned site in full compliance with the GMP requirements of the local Regulatory Authonty and with the he data listed above reflects the criteria for our internal quality tests. We do not hereby make any express or implied warranty,
product ification. The batch packaging and analysis records were reviewed and found to be in compliance with GMP. whether for specic properties or for fitness for any particular appiication or purpose. Al values are valid for the product when
The agreement Compliance with the monograph HYDROGEN PEROXIDE SOLUTION (30 PER CENT) No. 396 of the European ’ despatched from the plants.
Pharmacopoeia is confirmed in by the "Certificate of suitability”, No. RO-CEP 2018-079
ANALYTICAL LABORATORY ’
Specification 3
Property / Test method Unit Value Min. Max. 1A. Tamara Wriessnegger
Al624M11  H202-content 307 29,0 310 o
AIAOWM11 Titration 9hg This document has beenproduced electronically and is effective without a signature
e End
Al624T13  Identification A pass the test
AIAQEP10 Eur. Ph. current version RA
Al624T14  Identifi B o ¥ DE
entification pass the test E RA
AIACEP10 Eur. Ph. current version BEOG o
Al624T15  Identification C pass the test KTRL. BR. Q 02 9
AIAOEP10 Eur. Ph. current version .
PRULE
Al624M21 Decomposition rate 96°/16h % 06 , 50 OBA PRALIENA | UPUCE! J\"‘
AIAOWM21 Titration , , DATUM
91.01.202 'I,
E:f;vw:lc«:::"?mw FN %sz?;rmncm Landesgericht Klagenturt Tel: +43 4245 26660
9721 Woionsiein ARA-Lizenznummer: 2660
ria
st Evonk Perond Gk Fementuchgencrt. Landesgarcht Kagentur Tel. +43 4245 26660
9721 Weienstein ARA Limaenummer: 2060 s
Austria DVR 0426342



Cnyuaj 2: BogoHuK-nepoKcug, APl (KoHTpona KBanurteta no npujemy, npe
npenaknsama)

PHARMANOVA +

Pharmanova d.o.0, Sektor kontrole kvaliteta
Industrijska 8, Obrenovac
Tel: 011/35 377 05 Fax: 011/35 377 21

IZVESTAJ O ISPITIVANJU

"SB TRADE" d.c.o.

i/
e Oiu_ Al

~ A
< 0 7
Datum: _C.A_L"__ 202! god

BEOGRAD

Broj: 1611/21
Datum izdavanja: 05.07.2021.

Uzorak Vodonik peroksid, 30% rastvor (Hydrogenii peroxidum 30 per centum)

Serija 1201103440 Proizvodaé EVONIK Peroxid GmbH, Austrija
Kontrolni broj 21029 Deklarisani sastav Ph.Eur.10.0

Datum proizvodnje 03.11.2020. Rok upotrebe 03.11.2022.

Veliéina serije 22 x 30kg Korisnik gzozs:(‘jDE doo, Bitoljska 20,
Datum prijema 02.07.2021. Datum zavr$ene analize | 05.07.2021.

Stanje uzorka na prijemu | Uzorak je dostavlien u plastiénoj boci od 100 ml, signiran u koli¢ini 60 g.

Referenca - 1 ; e

Test | Metoda Zahtevi Rezultati
Izgled Vizuelno Bezbojna, bistra te¢nost. Odgovara
Identifikacija
A Ph.Eur.10.0 Rastvor se obezboji, uz izdvajanje gasa. Odgovara
B EURIRY ) Razvija se braon boja i mogu se formirati crne Cestice. | Odgovara
Cc Odgovara zahtevu za sadrzaj H202. Qdgovara

Najmanije 0,05 ml, a najvide 0,5 ml 0,1M NaOH, se
Aclditat Ph.Eur.10.0 trosi za promenu boje indikatora metil crveno a2 m
Organski i
stabilizatori Ph.Eur.10.0 | Najvise 500 ppm 35 ppm
Neisparljiv ostatak Ph.Eur.10.0 | Najvise 2 g/l 0,349/
i 0,

Odredivanje Ph.Eur.10.0 | Od 29,0 do 31,0 % (m/m) 30,9 %, m/m

Napomena: Dostavljen je GMP certifikat proizvodata i CEP certifikat No. RO-CEP 2018-079-Rev 02.

ZAKLJUGAK: U okviru rezultata izvréenih ispitivanja, uzorak ODGOVARA zahtevima Ph.Eur.10.0.

MenadZer fizicko hemijske laboratori X Menadzer sluzbe Kontrola kvaliteta

Mr,ph spec. N_ada Pavicic

(__‘. j— «\\

Mr ph spec. Ivan Velikinac

AL cof

s il
1 )
e AR L ANOVE

Myseoipr—

1ZJAVA

aadt ol s

korisnika.

wazgaw\c
Rezultati ispitivanja se odnose samo na do zorak.

Ovaj dokument se moze reprodukovati i umnozavati isklju¢ivo kao celina.
QC Pharmanova je odgovomna za sve podatke iskazane u izvestaju osim za one dobijene od korisnika ispitivanja.
QC Pharmanova se odrige odgovomosti za validnost rezultata za ¢ije iskazivanje su kori&éeni podaci dobijeni od

»,PHARMANOVA"“ doo Beograd

Beorpapg -O6peHoBay, yn. UHAycTpujcka 8
6poj U AaTym nspgaBarba Ao03Bone
515-04-04810/2021-11 09.06.2021. roguHe

6poj u aaTym nspgaror pewerwa o GMP
ycarnaweHocTu

515-04-3364/2017-11, 10. oktobap 2017. roguHe
MCTEKAO: 08.12.2020., NMogHeT 3axTeB
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Penybmuka Cpbuja
MHHUCTAPCTBO 3/IPABJbA
CEKTOP 3A MHCIIEKIHUICKE ITOCJIOBE
Oiesberbe 3a HHCTICKITH]Y 3a JICKOBE W ME/IHITMHCKA
CpeACTBa U IICHXOAKTHBHE KOHTPOJIHCAHE
CYIICTAHIIE H IIPEKypcope

Bpoj: 515-04-00893/2017-11
Jarym: 18. oxkro6Gap 2017. rogune
Hosu beorpan. Omnanunckux opurana 1
Ten. 011/311 16 47

»SB TRADE* d.o.0. Beorpanx
Beorpaj, ya. buro.scka 6p.20

H3BemTaj 0o yrBphuBamy ycarjiameHOCTH NPOH3BOA-€ AKTHBHHUX CYICTAHIM ca
Cmepuunama Jloope nponssohauke npaxce 2. /leo — 0CHOBHH 3aXTE€BM 32 NPOM3BOXILY
AKTHBHHX CYNCTAHIHM KoOje ce ynorped/basajy y npou3Boamu Jexkopa (,.CiyKOeHN IIacHUK
Penybnauke Cpouje™, 6poj 86/10).

V cknaay ca uinasom 112, 1 213. ctas. 1. Tauka 1) 3akoHa o0 JIEKOBUMA U MEIUIIMHCKHUM
cpeacreuma (,,CiykOenn riiacank PenyGnuke Cpowuje™, 6p 30/10 u 107/12), uHcnekTopu 3a
JIEKOBE M MEIMUMHCKA cpeJcTra cy Jjada 27. u 28.02.2017. u 21.09.2017. roaune, U3BpLIXIA
PE/I0BaH MHCIEKLUCKH Ha130p mpoussohaua akTHBHEX cyncTaHiu, [Ipeayseha 3a nmponssoamy.
npomert u yeayre SB TRADE doo Beorpaz, ca ceqminrem y beorpany. yia.butosbeka 20, na mecty
NPOM3BOIILE AKTMBHUX cyncraHuu, y Beorpamy., yia. KpyXHu myT 26, KOjU je MMao 3a UMb
yrephHuBamsa ycarjameHoCTH TPOM3BOEG aKTHMBHUX CYICTAHIM Koje ce ynorpebsbaBajy y
IIPOM3BO/IH JieKoBa, ca CMeprunama Jlodpe npoussohauke npakce 2. JIeo — OCHOBHU 3aXTEBH 3a
NPOM3BO/IbY AKTHBHHUX CYIICTAHIH Koje ce yrnoTpebibaBajy y Nnpou3Boamu Jiekosa (,,CiyxOenu
tacHuk Penybnmke Cpbuje™. 6poj 86/10).

Ilpeaver yTBphuBama ycarjameHOCTH —TPOW3BOME AaKTHMBHHUX  CYICTaHIM  ca
CMmepuunama Jloope ripoussohauke npakce 2. Jleo — OCHOBHM 3aXTEBH 3a IPOH3BO/IHbY aKTHBHHX
CYNCTaHIM Koje ce ynorpebGibaBajy y npou3Boimu Jiekosa (,,CiayxOenu riacnux PenyGimxe
CpGuje™, 6poj 86/10), 0OAHOCHO ce Ha MOCTYNKE MPEINaKuBarkbd aKTUBHHUX CYINCTaHLM, HBHXOBOI
[IOHOBHOTI' OOEC/IC/KABAKA MW KOHTPOJIY KBaiuTeTa. MHCIEKTOPH Cy Ha OCHOBY HHCIEKLHMjCKOr
Ha/130pa CauMHWIIA 3allMCHUK/U3BelnTaj 6poj: 515-04-00893/2017-11.

Ha OCHOBY ITPOIICHE HHCIICKTOpPA O y'mpf)euom YUEBCHHUYHOM CTamy KOHCTaT_VjG Ce J1a HUCy
yTprCHC KPUTHYHC HEycarjameHocTn Yy [IPOH3BOAILH AKTUBHHUX CYINCTAHIH I\‘O_iL‘ ce

yrorpebibasajy y Mpou3BOIHT JIGKOBA , 1A € JIOHOCH

Cnyuaj 2: BogoHUK-nepokcug, (M3BewTaj o ycarnaweHocT1 npounsBoatse ca
CmepHuuama lobpe nponssohauke npakce-gpyru aeo)

3aK/byuaK 0 yearialeHocTH

NPOM3BO/ILE AKTUBHUX CYICTAHUM Koje ce ynoTped/baeajy Yy MPOH3IBOIH JIEKOBA ca
Cmepunuama Jlodpe npoussofauke npaxce 2, J{eo — 0CHOBHY 38XTEBHM 33 NPOHBO/1LY AKTHBHHX
cylicTaHul Koje ce ynorpedbasajy ¥ npoussoiwi nexoea (.CaymkOenn rnacuuk Penydlinke
CpOuje™, Opoj 86/10) na mecty npomseoawe - SB TRADE® doo beorpan, y Beorpany, ya.
Kpyscin nyr 26, rie ce npoMssoiiba aKTHBHEX CYNCTAHUM OJAHOCH HA NOCTYIIKE NIPENaKkHBaILa
AKTHBHHX CYIICTAHUM, HHXOBOI NOHOBHOTD oDenexagasa 1 KOHTPOIY KBAJHTETA.

JlocTaBbeHo: MHcnekTopu 3a Nekose
1. .SB TRADE* d.o.0. Beorpag, W MEMLMHCKA CpeACcTBa



Cnyuaj 2: BogoHuk-nepokcupg, APl (KoHTpona KBaanTeTta HaKOH NpenakueBama)

AN AR Pharmanova d.o.o, Sektor kontrole kvaliteta “SB TRADE" d.o.o.
Industrijska 8, Obrenovac < 9ZL/2S
Tel: 011/35 377 05 Fax: 011/ 35 377 21 Bff——EéL
Dalurn:_____u af. 20(’/_ god
IZVESTAJ O ISPITIVANJU BEOGRAD

Broj: 1864/21
Datum izdavanja: 06.08.2021.

Uzorak Vodonik peroksid, 30% rastvor (Hydrogenii peroxidum 30 per centum), 10kg
Proizvodac SB TRADE Proizvodac sirovine EVONIK Peroxid GmbH, Austrija
Serija ) 02621 Lot 1201103440

Veli¢ina serije 42 pakovanja Deklarisani sastav Ph.Eur.100 B
Datum proizvodnje 03.08.2021. Rok upotrebe 03.11.2022.

Datum i vreme prijema 06.08.2021. Datum zavrSene analize | 06.08.2021.

Originalno pakovanje Kanister PE 10 |

Korisnik ,SB TRADE" d.o.o., Bitoljska 20, Beograd

Stanje uzorka na prijemu | Uzorak je dostavljen u staklenoj boci od 60 g, signiran.

Referenca

Test / Metoda Zahtevi Rezultati
lzgled Vizuelno Bezbojna, bistra te¢nost. Odgovara
Identifikacija
A Ph.Eur.10.0 Rastvor se obezboji, uz izdvajanje gasa. Odgovara
B ’ T Razvija se braon boja i mogu se formirati crne ¢estice. | Odgovara
] Odgovara zahtevu za sadrzaj H20,. Odgovara

Najmanje 0,05 ml, a najvise 0,5 ml 0,1M NaOH, se

Aciditet Ph.Eur.10.0 trosi za promenu boje indikatora metil crveno 0,20 ml
Organski .
atabilizatori Ph.Eur.10.0 | Najvise 500 ppm 35 ppm
Neisparljiv ostatak Ph.Eur.10.0 | Najvise 2 g/ 0,3 g/
Odredivanje Ph.Eur.10.0 | Od 29,0 do 31,0 % (m/m) 30,9 %, m/m
Napomena: Dostavljen je GMP certifikat proizvodaca i CEP certifikat No. RO-CEP 2018-079-Rev 02.
ZAKLJUCAK: U okviru rezultata izvréenih ispitivanja, uzorak ODGOVARA zahtevima Ph.Eur.10.0.

MenadzZer fizic¢ko hemijske laborator; MenadzZer sluzbe Kontrola kvaliteta

Mr ph-spec. Nada Pavici¢ Mr %E spec. lvan Velikinac
12 /c,c/ pr—

F-ARMANOVA
OBRE gO VAC

IZJAVA
1. Rezultati ispitivanja se odnose samo na dostavljeni uzorak.
2. Ovajdokument se moze reprodukovati i umnozavati isklju¢ivo kao celina.
3. QC Pharmanova je odgovorna za sve podatke iskazane u izvestaju osim za one dobijene od korisnika ispitivanja.
4. QC Pharmanova se odri¢e odgovornosti za validnost rezultata za ¢ije iskazivanje su kori§¢eni podaci dobijeni od korisnika.



Cnyuyaj 3: MomohHe cyncraHue Koje ce npoussoae y cknaay ca GMP

O
O
O blue

inspection body

We certify that

Merck KGaA, Darmstadt, Germany
With the site
Frankfurter Str. 250, 64293 Darmstadt

for the scope:

Sourcing, manufacturing, testing, packaging, storage, distribution and
release for products of "EMPROVE® exp", "EMPROVE® bio"”, “EMPROVE®
ESSENTIAL” and “EMPROVE® EXPERT” lines such as organic and inorganic
salts, organic and inorganic acids and bases, solvents and aqueous solutions

has introduced and applies a Management System according to the
EXCIiPACT'™ Certification Standard for Pharmaceutical Excipient Suppliers

(www.excipact.org):

Good Manufacturing Practice and Good Distribution Practice 2017
for pharmaceutical excipients

This assessment also meets the requirements of NSF/IPEC/ANSI-363-2016
Good Manufacturing Practice for Pharmaceutical Excipients.

This certificate is only valid in conjunction with a valid 1ISO 9001 certificate.
Valid from: 17.06.2019

Valid until: 17.06.2022

Registration no.: E-ME-18887-2019-01

Midnster, 17-JUN-2019

,

; P
[/ L'EJQ,G'/ Q/C(CQZ/ XZ R

Certification Manager = Gert Heimann
(Inspection Review Board) Managing Partner

blue inspection body GmbH
Hafenweg 18-20

D-48155 Munster
Germany
www.blue-inspection.com

CERTIFICATE



https://www.excipact.org/

< C (@ @& excpactorg

https://www.excipact.org/news.html
]

HOME | CERTIFICATION SCHEME | TRAINING | EVENTS | PUBLICATIONS | ABOUT | FAQS | NEWS | CONTACT

EXCIPACT

International pharmaceutical excipients certification

SUBSCRIBE to our News Alerts here

WHAT IS EXCIPACT?

Regulators require excipient users to qualify their suppliers based on GMP/GDP audits
and they have indicated that third party auditing of suppliers is acceptable if a creditable
certification body issues certificates and audit reports by employing qualified auditors who
are demonstrably credible in suitable GMP/GDP standards and in the needs of the
pharmaceutical industry. EXCIPACT asbl is a non-profit organisation that owns and
manages oversight of such an independent, high quality, third party Certification Scheme
available to pharmaceutical excipient manufacturers and distributors worldwide.

News

SEARCH _ Search

SCHEME COMPONENTS

® /SO 9001:2015 standard

® EXCIPACT cGMP 2021 standard (2017, 2012)
® EXCIPACT cGDP 2021 standard (2017, 2012)
® EXCIPACT cGWP 2021 standard

@® Certification Body competency qualification

2% 4




Cnyuaj 3: Mpumep Ceptudukar aHanuse EXCIPACT nomohHe cyncraHuye

Certificate of Analysis

1.06345.5000 Sodium dihydrogen phosphate dihydrate EMPROVE® ESSENTIAL Ph Eur,
BP,USP,JPE,E 339

Batch K95749245
Spec. Values Batch Values
Assay (alkalimetric, calculated on dried 98.0 - 100.5 % 99.9 %
substance)
Assay (alkalimetric; dried substance) 98.0 - 101.0 % 99.5 %
Identity passes test passes test
Appearance of solution passes test passes test
In water insoluble matter (calculated on dried = 0.15 Yo <0.03 Yo
substance)
pH-value (1 %, water) 4.1-4.7 4.5
pH-value (5 %; water) 42-45 4.3
pH-value (5.7 %:; water) 4.1 -4.5 4.3
Chloride (Cl) = 0.005 Yo = 0.005 Yo
Fluoride (F) = 0.001 % = 0.001 Yo
Hydrogenphosphate (HPO.) <05 % <05 %
Sulfate (SO0a) =0.01 Yo =0.01 Y%
Heavy metals (as Pb) = 0.0005 Y% =< 0.0005 Yo
Al, Ca and other elements detectable with passes test passes test
ammonia
As (Arsenic) = 0.0001 Y% = 0.0001 Yo
Cd (Cadmium) = 0.0001 Ya = 0.0001 Yo
Fe (Iron) = 0.001 % = 0.001 Yo
Hg (Mercury) < 0.0001 % < 0.0001 %
Pb (Lead) = 0.0001 Yo = 0.0001 Yo
Substances reducing potassium passes test passes test
permanganate (as O)
Residual solvents (ICH Q3C) excluded by excluded by
production production process
process
Loss on drying (130 °C) 22.0-24.0 % 232 Yo

Elemental impurity specifications have been set considering ICH Q3D (Guideline for Elemental Impurities). Class 1-3 elements are not
likely to be present above the ICH Q3D option 1 limit, unless specified and indicated (*).

Corresponds to Ph Eur, BP, USP, JPE, E 339

Conforms to the purity criteria on food additives according to the current European Commission Regulation.

Date of manufacture (DD.MM.YYYY) 28.05.2020
Date of examination (DD.MM.YYYY) 26.08.2020
Minimum shelf life (DD MM.YYYY) 31.05.2025

Claudia Wiegand
R laboratory quality control

This document has been produced electronically and is valid without a signature.

Merck KGaA, Frankfurter StraBe 250, 64293 Darmstadt (Germany): +49 6151 72-0 Page 1 of 1
EMD Millipore Corporation - a subsidiary of Merck KGaA, Darmstadt, Germany

400 Summit Drive, Burlington, MA 01803, USA, Phone +1 (781) 533-6000
SALSA Version 990545 /990000773574// Date: 26.08 2020



CepTudukar aHanmse npoussohaya npumapHoOr NaKOBHOr matepujana
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RAZVOINO PROIZVODNI

www.uniplast.rs E-mail:office@uniplast.rs

Stara pruga 91, 32212 Preljina, Cagak

SERTIFIKAT

D.0.0. ZA PROIZVODNIU, PROMET, i "
Ut UGE 1 KOOPERACIU Br.sertifikata: 120380285008968

R

)
o

Ime i adresa kupca:
KLINICKI CENTAR SRBIJE

Pasterova 2
11000 BEOGRAD

Koli€ina: 800000 kom.
LOT : 12220100

Zdravstvena ispravnost : 20-2385 od 13.04.2020.
REALAB Beograd

Sifra artikla: 22100

Ime artikla:
Boca plasti€éna sa sigurnosnim tamper proof* zatvaragem
| integrisanom kapaljkom u poklopcu 100ml

Specifikacija sirovine:

BOCA KAPALJKA ZATVARAC
POLIETILEN HIPLEX POLIETILEN HIPTEN POLIETILEN HIPTEN
Vrsta i oznaka sirovine HHM 5502 (HDPE) F 21018 F 21018
Boja:natur Boja:natur Boja: bela(do 1% masterbaca)

Karakteristike sirovine

sertifikat proizvodaca

sertifikat proizvodaca

sertifikat proizvodaca

QOdgovara zahtevima
kvaliteta

IS0 9001 Q-1969
ISO 14001  E-566
SO 13485 M-122
ISO 15378 Me-002
BS OHSAS 18001 H-133

ISO 15378 Me-002
BS OHSAS 18001 H-133

HIP ,PETROHEMIJA®

HIP ,PETROHEMIJA"

HIP ,PETROHEMIJA®

igizvofad Pancevo Pancevo Pancevo
Specifikacija proizvoda: LOT 1 2220 1 00
BOCA KAPALJKA ZATVARAC

Dimenzija

tehni¢ka dokumentacija

tehni¢ka dokumentacija

tehnicka dokumentacija

Nacin pakovanja

Boce se pakuju po 100

kom. u LDPE kesu.

Kontrola pakovanja

060520-1

060520-1

060520-1

Datum: 16.07.2020.

Odgovara zahtevima

T;\ilagiiaﬁ‘o

Radovan Jovanovi¢, dipl. ing tehnologije

vorna osoba:

Materijal: LDPE
n
wy
1
224
a17.6
| s
Materijal: LDPE -«
~
o
~
—
iy
~
=1
—
TN p—
Materijal: HDPE
-
942.5
Kom. Dimenzije Standardi Napomena
Datum Ime SRPS ISO 9001:2008 Reciklaini znak
Konstr, SRPS ISO 14001:2005
SRPS OMSAS 18001:2008
Lrtag SRPS EN ISO 13485:2014
Odobrio
Razrnera Naziv deia © Ez 2

I =X

Boca sa sigurnosmim zatvaradem 100mi




3ApaBcTBEHa UCNPABHOCT NPUMAPHOr NAaKOBHOr MmaTepujana

Privredno drustvo za kontrolu kvaliteta i kvantiteta robe
"REA LAB" d.o.0.

KReda Beograd, KiGevska br.19 Strana 2 od 3
/ﬁ | W o — Lokacija laboratorije: Zrenjaninski put 114
II‘L,.___._ Tel: (011) 3444 682; 3444 586; Fax: 3444 729 Verziia 1.3
3444 560 Tekuéi ragun: 170-0030005228000-85 erzija 1.
e-mail: office@realab.rs Matiéni broj: 20364092
PIB: 105375613 OB-OP-014
Izv. broj:  1503-2020

REZULTATI SENZORSKIH | FIZICKO - HEMIJSKIH ISPITIVANJA

Naziv uzorka: J Boca plastiéna sa sigurnosnim tamper proof” i i j u 100mI LOT 12220100
Identifikacioni broj uzorka: 20-2385 I Datum zavr$etka analize: 13/04/2020
| Deklaracija:

Uzorak Boca plastitna sa sigumosnim tamper proof® zatvaragem i integrisanom kapaljkom u pokiopcu 100 m, lot: 12220100, dostavijen u laboratoriju u polimernoj kesi,

bez deklaracije na srpskom jeziku.

| Opis uzorka: Oznaka metode: DM-027"
Uzorak - izraden od poli ijala, bele boje. Svojs je oblika, 100ml. Povrsine su glatke, bez ostrih ivica i vidijivih otecenja.

i Jedinica Nadena Referentna >
Ispitivani parametar mers: vredhost: vrednost/MDK Oznaka metode:
Postojanost prema dejonizovanoj vodi, 24h, 20-2°C: - MET-008 *
Migracija metala u dejoni: vodu, 24h, 20-2°C:

Arsen — As mg/L ND(<0,01) - MET-013 *
Kadmijum — Cd mglL ND(<0,01) MET-013 *
Ziva - Hg mglL ND(<0,01) z MET-013 *
Olovo — Pb mg/L ND(<0,02) MET-013 *
Hrom - Cr mg/L ND(<0,01) MET-013*

_ Nikl-Ni _ mglL ND(<0,01) E | mMeET-013*

Legenda:

MDK - Maksimalno dozvoljena koli¢ina

ND - nije detektovano

NAPOMENA:

Na osnovu rezultata ispitivanih parametara uzorak ODGOVARA uslovima &1.15 i €.17 Zakona o ) i opste ("SI

glasnik RS", br. 25/2019).

Jboes oo

Tatjana Nedeljkovi¢, specijalista sanitarne hemije

Privredno drustvo zaulgntroﬂogilit;ta i kvantiteta robe ‘
.0.0.
Rea Beograd, Kicevska br.19 Sfranadiod
/ﬁ: ! Lab. Lokacija laboratorije: Zrenjaninski put 114
Jl) .. Tel: (011) 3444 682; 3444 586; Fax: 3444 729 Verziia 1.3
3444 560 Tekuci racun: 170-0030005228000-85 \ Cel g
e-mail: office@realab.rs Maticni broj: 20364092
‘ PIB: 105375613 | ©B-OP-014
REZULTATI MIKROBIOLOSKIH ISPITIVANJA
Izv. broj:  1503-2020
Naziv uzorka: lBoca plastiéna sa sigurnosnim ,tamper proof” i integri j up pcu 100ml LOT 12220100
Identifikacioni broj uzorka: | 20-2385 Datum zavr$etka analize: 13/04/2020
Ispitivani parametar Jedinica mere | Dobijena vrednost Grani¢na vrednost | Oznaka metode
| Ukupni broj mikroorganizama cfu/ml <1 <10 SRPS EN ISO 4833-1:2014*
| Salmonella sp. cfu/ml S odsustvo w7;1 2017
Koagulaza pozitivne stafilokoke cfu/ml - odsustvo SRPS EN ISO 6888-1:2009"
Escherichia coli cfu/ml - odsustvo SRPS ISO 16649-2:2008"
[ bakterije (| cfu/mi - odsustvo SRPS SO 15213:2011*
[ Proteus vrste cfu/ml - odsustvo MET 142*
Legenda:
- nije nadeno
<1 - odsustvo u jedinici mere
. Odgovara &l. 6 Pravilnika o ima u pogledu i opste up koji se mogu stavijati u
Napomena' promet ("SI. list SFRJ", br. 26/83, 61/84, 56/86, 50/89 i 18/91).
Primenjene metode su van podrucja primene.
Sef odeljenja:

Milan Radovi¢, spec.mikrobiologije-hiraple

* Metoda se ne nalazi u obimu akreditacije.

Rezultati laboratorijskih ispitivanja navedenih uzoraka dati su u prilogu i ¢ine sastavni deo Struénog misljenja.

Na osnovu rezultata laboratorijskih ispitivanja i struénog razmatranja utvrdeno je da je ispitivani uzorak sa aspekta
kontrolisanih parametara ZDRAVSTVENO ISPRAVAN shodno odredbama Zakona o predmetima opste upotrebe ("SI,
glasnik RS", br. 25/2019).
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MCTMOPYKA ®APMALIEYTCKMX CYNCTAHLM =)y

* 1) 3a APl kaga npoussohay uma Baxkehu GMP cepTndukaTt nnm UssewTaj MHcneKkuuje) -
AocTaB/ba ce CeptudumKkart aHanuse npomnssohaya 3a UICNOPYUEHY CEPUjy aKTUBHE CYNCTaHLE;

* 2)3a APl Kapga npoussohay Koju Hema GMP cepTudukaTt nnm UssewTaj MHCNEKUMje,a MMa Baxehu
CEP - pocraBswajy ce Ceptudukar aHanuse npoussohaua n Ceptudukar aHanmse osnawheHe,
OAHOCHO aKpeauToBaHe nabopartopuje 3a UICNOPYUYEHY CEPUjY aKTUBHE CYNCTaHUE;

* 3) 3a nomohHy cyncTaHLy 3a KOjy je Ha OCHOBY nNpoLeHe pu3nKa yTBpheHo ga mopa aa byae
npousseaeHa y cknaay ca CmepHmuama GMP 3a API—- gocraBsba ce CeptudmKaTt aHanumse
npoussohaua 3a ucnopyueHy cepujy nomohHe cyncraHue;

* 4) 3a nomohHy cyncTaHLUy 3a KOjy je Ha OCHOBY NpoueHe pu3nKa ytBpheHo aa He mopa aa byae y
cknaay ca CmepHuuama GMP 3a API - goctaBmwa ce Ceptudukart aHanmse npoussohaua ogHOCHO
Ceptudukar aHanuse osnawheHe, 04HOCHO aKpeauToBaHe nabopatopuje 3a UCNOPYUYEHY
cepunjy nomohHe cyncr.

‘==’ GAPMALIEYTCKA KOMOPA

The Pharmaceutical Chamber of Serbia




OOKYMEHTU N CEPTUD®UKATI CY NMPUKASAHUA
Y3 CATNNACHOCT

1.SB TRADE d.o.0. — BEOIPA/l, butosbeka 20
2. NOVOS d.o.o0. — 3EMYH-BEOIPA, Llapa AywaHa 207
3.FLORA KOMERC DOO - lop+tbn MunaHoBau, Pajuhesa 55

*HVALA NA PAZNJI!
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