bormiolip

To:
Ref: Bormioli Pharma vials
Att.ne: to whom it may concern

OPERATIONING INSTRUCTION

The present document is applied to all the

Bormioli Pharma glass vials.

We certify that our types glass, meet the
chemical characteristics specified in the
European Pharmacopoeia, United States
Pharmacopoeia and Japanese
Pharmacopoeia in force editions. Amber
glass is produced for

reducing light

transmission as foreseen by the in force

Pharmacopoeia (ltalian, European or
American).

Composition

Si0: % 69 - 73

Ale3 % 1 - 3

CaO+Mg0 % 7 - 13

Na.0 + K0 % 12 - 15

B.0s % 10 - 12

Shelf Life and storage

No expiry date (shelf life} is fixed for glass

containers because of their nature of fully

MHCTPYKLMA IO 3KCNAYATAL MK

HacToAWMA AOKYMEHT pacnpoCTpaHsaeTca
Ha BCe (TexAAaHHble ¢aakoHsl Bormioli

Pharma.

Mbl nogTBepAaEM, H4TO HaLK U3AL/ U U3

CTEK/a  COOTBETCTBYIOT  XMMMYECKMUM
XapaKTepucTUKam, yKa3aHHbIM B
AEVCTBYIOWMX  uBAAHMAX  EBponeiickoit

Papmaronen, PapmMakonen CoeguHeHHbIX

Wratoe ©  AnoHckoit  dPapmakornen.

AHTapHoe CTERNO MNPOMU3BOAUTCR  ANSA

YMEHbLEHUA NPOMYCKaHKMA CBETa, KaK 3To
npeaycMoTpeHo AeNcTBYoL el
dapmaroneei (MrasbsHCKOM,

Eeporetickoi nam CoeamHenHeix Litato).

Coctas

SiO; % 69 - 73
Al2O3 4 1 - 3
Ca0+Mg0o % 7 - 13
Na,0 + K;O % 12 - 15
B,O5 % 10 - 12

CpOK rogHOCTH M XpaHeHHe

Cpox rogHoOCTH A/MA CTeRNAHHBIX $AaKOHOB He

YCTaHaB/AMBAOT, TAaK Kak OHW MO CROEN fMpupoge
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inorganic material not subjected to any possible
damage from light and bacteria. No dimensicnal
parameter (ex. brimful capacity, internal bore
height) and no physical
shock

diameter, overall

properties (mechanical and thermal

resistance) changed.

On the contrary after so much time plastic and

cartoon packaging could show a substantial
ageing.

In any case we suggest to utilize the containers
within 7 years from delivery date even if properly
stored (covered area, room temperature), due

to the ageing of the plastic packaging.

Handling

Due to the fragility of glass, containers have to
be handled with care. In order to assure a proper
resistance standard

(that

mechanical fitting

conditions of use correspond  to
physiologic contacts on customer’s production
lines), minimum wall thickness of the supplied

bottle (if not other agreed) is 0,8 mm.

MBrOTCOBACHBlI NONHOCTBID M3 HEOPpraHuM4yecKoro

MatepHlana W HE TNOoABEPMKEHbl HWKaKKMM

BO3MOMHBIM  MOBPEXAEHMAM OT CBeETa MU
BaKTepuit, PasaMmepHble napameTpsl (Hanpumep,
BMECTHMOCTb, BHYTP&HHMIA AUEMETD,
rabapuTHan BoICOTA) M buzMYecKkue csolcTea
(MeXaHudecKan W TepMU4eCKas MpPOMHOCTS)

ABAAOTCA HEUIMEHHbLIMMN,

C apyro#i B Te4yeHuWe

NAacTUKOBaA W KapPTOHHadA YINaKOBKa MOryT

CTOPOHBI, BpPEMEHH

nokasats cytiellecTBeHHOe YXyALleHWe
KavecTsa.
B s/mwobom  caydae Mbl npegslaraem

MCNOAb30BaTb (AAKOHB! B TeuYeHWe 7 AT ¢
MOMEHTa MOCTaBKK, game ec/IM OHW XPaHATCA
Hagaexawum obpazom (KpbiToe nomeleHue,
KOMHAaTHag  Temreparypa),

no  npudMHe

YXyALWEHWA KAYECTBA NAACTUKOBOM YNAKOBKM

ObpatyeHune

M3-3a xpymKocTM cTekna ¢ d/aakoHamu

HeobXxoAUMO O6pallaTLCA OCTOPOXHO. AR

obecnevyedud MeXaHW4eCKOM

Haaexalleln
MPOYHOCTM NPY CTaHAaPTHOM WCTO/1530BaHUM
(B COOTBETCTBUMM  C  PUINOAOTUYECKHM
KOHTaKTOM Ha MNPOW3BOACTBEMHbIX /IMHMAX

3akaaqv|+<a) MWUHWUMA/IbHZA  TOAWKMHA CTEHOR
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Operating conditions

1 Unpack under controlled conditions

2, Wash the containers

3. Sterilize (opticnal)

4. Fill with medicinal product under aseptic
conditions

Maintenance and repair

Bormioli Pharma glass vials are not subjects to
maintenance and repair.

Purpose of use

Bottles are produced for filling in atmospheric
pressure conditions, The customer has to
previously inform the supplier about other
preduction phases where the container
undergoes an internal pressure: this includes the
overpressure caused by heating the content
after bottle closing.

Particular needs linked to special conditions

have to be previously requested to the supplier.

MOCTaB/AAEMbBIX ({)/IEKOHOB (ECJ’IM He OrOBOpE&Ha

MHaA) COCTAB/AET 0,8 MM.

YenoBUS DKCILIYATAIAK

1, PacrakoBaTe B KOHTPO/MPYeMbIX
YCAOBURX

2. BbIMBITE KOHTEHHEPBI

3. Crepe/u3oBaTh (40NO/HWUTEIBHO)

4. 3anoAHUTE NeKapCTBEHHbIM

npenapaTcem B CTEPW/ABHBIX YCAOBHAX

Texuuveckoe OGCﬂy}l{ﬂBaHﬂe H PEeMORT

CTeknAHHble ¢aakoHsl Bormioli Pharma He
nognexaT TeXHUUECKOMY OBCAYMUBAHWIO W
PEMOHTY.

‘I’yHKIlHOHaJ]BHOE HAa3HAYeHIIC

®nakoHbl NPegHazHaYe bl A41A HaMNo/HEHUA NPy
aTMOChEPHOM  AaBAEHUW. 3aKasuMK JO/KeH
npeaBapuTe/bHO MPOUHGOPMUPOBATL
NOCTABLUMKA O APYrUX ITanax MPOU3BOACTBS,
H2  KOTOPeIX  {/1aKOHBI  TOABEpPrarTCA
BHYTPEHHeMY AaB/IeHHIO: BTO BK/AIOHAeT B cebA
M3OBITOYHOE [aB/1eHWE, Bbi3BAHHOE HalrpeBOM
COAGPHMMOr0 OC/IE YKYMOPKM PAAKOHA.
Ocobble  TpeboBaHUA,  CBA3aHHbE  CO

CneuransHbiMK  YC/AOBUAMM,  AO/UKHBL  BbITh
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NpeABapUTE/IbHO 3aMpoLIeHb! Y NOCTABLLMKA.

Technological features
TexHUYeCKHe XapaKTEPUCTUKN

We declare that the thermal resistance of

Mbl 33AB/AEM, yTO TEPMMYecKan
our glass containers is in compliance with )

YCTOMHMBOCTE Hatlmx CTEXAAHHBIX
the SO International Standards, in

dnaxoHoB COOTBETCTBYET

particular the following:
MeayHapodHelim - cTadHdapram 150, B

YACTHOCTH, C/AedYIoLLNM:
- 1SO 8362-4:2011 “Injection containers

and accessories- Part 4: injection vials - IS0 8362-4:2011  "KoHTeiHepbl U
made of moulded glass”. MPHUHAZA/IEKHOCTH ANA UHDBEKUUNA -
- ISO 8536-1:2011 “Infusion equipment HacTs 4! GAAKOHbI A8 UHBEKLMIA U3
. |
for medical use- Part 1: Infusion glass npecoBaHHoOro cTex/a.
bottles”. - 150 8536-1:201 "MHpy3KMoHHOR

0BopyAoBaHUE A/1% MEAULMHCKOro
MCMONb30BaHKMA. YacTk 1: GAaKOHBI

CTEKAAHHBIE 418 MHDY3Mi".

i re tested in accordance with
The containers are edina $AakoHbl NpPOXo4AT UCbITaHMA B

11 H _
ISO 7459 “Glass containers — thermal shock cooTBeTCTBUM ¢ 1SO 7459 "KoHTelHeps:

i end - -
resistance and thermal shock urance CTe/IKAHHBE, TepMUYecKas CTORKOCTb U

1
Test methods”. TEepMUYECKaA NMpoYHocTh".

imi i ve mentioned 150
Limits stated in above Mpegenbl, yKasaHHble B BbilleYKazaHHbLIX

Norms are: Hopmax ISO:

- AT=42°Cfor glass type Il and 1l - AT= 42°C aAstsi crewna Il w1l THna

- AT=60"Cfor glass type | - AT=60°C ana cTeka | Tvna

Perucrparna MH 8 Pocaapasranzope
www.nevacert.ru | info@nevacert.ru



bormiolip

To:
Ref: Bormioli Pharma vials
Att.ne: to whom it may concern

We declare that our glass containers comply
with the European and United States

Pharmacopoeias.

We confirm the suitability of all our vials to
thermal processes (i.e.: lyophilisation,
depyrogenation,  etc)  without  any
impairment of dimensional, mechanical
characteristics and chemical resistance,

provided that in compliance with previously.

Parma {PR) ITALY, 28 February 2020

BORMIOLI PHARMA Spa

)
SR
Head of Quality Chiara Catellani

Bormioli Pharma S.p.A.
Sede Lagaie: Corso Magenta, 84
20123 Milano (MI)

Mb! 3aABnsem, 4YTO HAWK  CTEKAAHHBIE
$/1AKOHBl  COOTBETCTBYIOT  EBpoOneickoi
PapmMakonee U Papmakonee CoeanHEHHDBIX

WTartos.

Mbt  noaTBepHAaEeM MPUroAHOCTL Beex
Hallmx  $AaKOHOB  A4/A TEPMUYECKON
oBpaboTku (T.e. AModuUAM3aLMY,
AenvporeHauuu U T.4.) 6e3 ywepba a/s
pPasMepHbIX, MeXaHWYeCcK1xX
XapaKTepuCTUK W YCTOWUMBOCTM K
XHUMHUYECKOMY BO3AeWCTBHIO B
COOTBETCTBMM  C  BblleNepeync/IeHHsIMK

YCAOBHAMM

Parma (PR} UTAIMA, 28 despana 2020

S

BORMI%FPHARMA Spa

AupeKTop Tio KavecTBy Risipa KaTennanu

Bormioli Pharma S.p.A.
Sede Lagale: Corso Magenta, 84
20123 Milano (M)
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