Instruction for use of
03829T-300T Duma Twist-Off Cap
integrated with 2 gram silica gel

We herewith confirm that the above mentioned
device has been produced using a Quality
System that complies with ISO 9001 and
ISO 15378. The device complys with all
demands for Moisture Vapour Transmission and
are in accordance with USP <671>. A Light
Transmission test is not relevant for this device.
The device complys with all demands for
Physicochemical Tests set by USP <661.2> and
USP <87>.

Description

45 mm round plastic (polypropylene) child-
resistant tamper-evident screw cap with three
break-points on the tamper-evident ring and
integrated desiccant (2 gram silica gel).

Purpose of use
Intended for the sealing of containers with
medicinal products.

Packaging

The products are packed in laminated alu bags,
which are then heat-sealed. The laminated alu
bags are put into a cardboard carton, which is
sealed with PP-tape.

Labelling

Each carton is provided with a label with the
following information: manufacturer name,
material name and number, batch / lot number
and quantity, customer information (if
requested), country of origin, shelf life,
production date and machine number.
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HNHCTpyKIHSA 10 TPHUMEHEHHI0
U31eJIHs MeTUIHHCKOI0 Ha3HAYeHus
Kpbimiku miactukossie Duma Twist-Off
03829T-300T c 2 rpaMMaMu CHJIMKAresis

Hacrosmum TIOJITBEPIKIaEM,
BBILICYTIOMSIHY TO€ H37eIie ObLIO IPOU3BENEHO

C HCIIOJIB30BAaHUEM

9TO
CHCTEMBl  KauecTBa,
cootBercTBytomei crangapram ISO 9001 wu
ISO 15378. W3nmenwe COOTBETCTBYIOT BCEM
TpeOOBaHMSIM IO MPOITYCKAHUIO IapOB BJIATH, &
TaKXke USP <671>. HcnbiTanue
IPOITY CKaHUE

Ha
CBETa HE NPUMEHHMO s
JaHHOro w3nenus. M3nenue COOTBETCTBYIOT
BCeEM TpeOOBaHUSIM K (PHU3UKO-XUMUYECKUM
TectaM, ycTaHoBieHHbIMH USP <661.2> u

USP <87>.

Onucanue

Kpyrnas ILIACTHKOBAs KPBILITKA u3
TIOJIMIIPOTIAJICHA TUaMeTpoM 45 MM ¢ 3aIUTON
OT BCKPBITHS JIE€TBMH W KOHTPOJEM IIEPBOIO
BCKPBITHS C TPeMsI TOYKaMH M3JI0Ma Ha KOJIbIIE
KOHTPOJISI TIEPBOTO BCKPBITHUS U BCTPOECHHBIM

IOMJIOTHTENIEM Bjiard (2 rpaMMa CUJIMKaress).

HaszHauyeHnue
JIns ynakoBKH (PJIaKOHOB C JIEKAPCTBEHHBIMHU
CpEJICTBAMH.

YinakoBka
W3nenus ymakoBBIBAIOT B JIAMHHHPOBaHHBIE

AIIOMUHHMEBBIE  MEIIKH, KOTOpble  3aTeM
TEPMOCBapUBAIOT. JlaMUHUpPOBaHHBIE
AIIOMHHHMEBbIE ~ MEIIKA  I[OMEIIAaloT B

KapTOHHYIO KOpPOOKy M  3aKJIEHBalOT €€

MOJIUIIPONIMIIEHOBOH JIEHTOM.

MapxkupoBka
DTHKETKa Ha KapTOHHOM KOPOOKE COAEPKUT
HaMMEHOBaHUE TPONU3BOIUTEIS, HAUMEHOBAHHUE
OPOAYKIMA U €€ TEeXHUYECKUH KOJI, HOMEp U
pasMep cepud / TMapTUH, HHGOPMAIMIO [UIA
3akasunka  (ecmu  Tpebyercs),  CTpaHy
IIPOUCXOXK/ICHHSI TOBapa, CPOK TOJHOCTH, JATy
NPOM3BOJCTBA U

TEeXHUYECKUA  HOMED

00opy10BaHUS.
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Operating conditions Yci10BHS IKCIIyaTAIHH
Duma Twist-Off closure is a “push down turn W3genue mnpencraBiaseT CcoOOH  «KPBIIIKY,
cap” and the pictogram on top of the closure tells nmoBopaduBaromIyOCs pu HaKaTHI»,

the user how to open the closure. Use you palm mnmkTorpaMma B BEpXHEH YacTH KPBIIIKH

to push down and turn the closure at the same cooOmaer Mojb30BaTEeNIO, Kak €€ OTKPBITh.

time in a continuous movement until it opens. Hcnonp3yiite namoHb, YTOOB! OAHOBPEMEHHO
HAaJaBIMBaTh W  I[IOBOPAYMBATH  KPBIIIKY
HENMpPEPHIBHBIM JIBI)KEHHEM, II0Ka OHa He
OTKPOETCHL.

Maintenance and repair Texunyeckoe 00CTy;KHBAHHE H PEMOHT

The device is not subject to maintenance and WM3zmenmuss He  MOMIEKAT  TEXHUIECKOMY
repair. 00CITy’>KHBaHUIO U PEMOHTY.

Waste disposal Yrunuzanus

Used devices are disposed in accordance with Mcnonas3oBanHbIE U3JIEITHS MIO/JIEKAT
national regulations of waste disposal. yYTHIU3AUH COTJIACHO HaI[MOHAJIBHBIM

TpeOoBaHUSIM 00 yTHIIM3AIlMH OTXO0B.

Storage YeaoBusa XxpaHeHHs

Stored inside in clean conditions in its original Xpauute mpu Temmeparype ot 5 go 35°C u

un-open packaging, protected from direct oTHOcHTeNBEHOH BIaXHOCTH Bo3ayxa oT 30 1o

sunlight and with a temperature between 5- 70 % B OpPHUTHMHAJIBHOM yIaKOBKe

35 °C and relative humidity between 30-70 %.  IpoU3BOJMTEINS B 3alIMIIEHHOM OT CBETa MeCTe
B YUCTHIX IOMELIECHUSX.

Shelf life Cpoxk roasHoctu

2 years. 2 roja.

Manufacturer IIpousBoguTean
Gerresheimer Vaerloese A/S Gerresheimer Vaerloese A/S

Denmark, 3500, Vaerloese, Walgerholm 2-8 Hanwus, 3500, Vaerloese Walg@:hohm -8
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