S@ Instructions

PHARMA

On the use of cast glass bottles produced by SGD S.A., France.

Vials are made of clear and amber glass 1, 2, 3 hydrolytic types, with a capacity of 5.0-3000.0 ml. Vials made of
molded glass according to international I1SO standards. Vials are used for filling liquid, bulk and lyophilic
medicines.

Each batch (series) of bottles is accompanied by a quality certificate of the manufacturer and corresponds to the
quality specified in the certificate.

Package:

The vials are packed in a shrink film in the form of rectangular "seals", the sizes of which are standard for each
type and capacity of vials according to material packaging descriptions. Euro-pallets with a certain amount of
each type and capacity of bottles are formed from the "seals", which are marked with the standard label of the
manufacturer. The label indicates the name of the plant, product name, batch number, quantity, date of
manufacture.

Preparation of vials for use:

Before use, the vials undergo quality control in the QCD laboratory, after which the QCD laboratory gives
permission for use. Before loading the technological line, the vials are visually inspected, the vials with identified
quality deviations are rejected. Then the vials are placed in special metal cassettes, which are loaded into the
technological line.

Note: After loading the cassettes into the technological line, the preparation of bottles, filling, capping is carried
out automatically, in accordance with the preset mode.

Brief description of the technological process:

The vials, placed in cassettes, are washed with circulating water heated to 40-60 ° C, and blown through with
compressed purified air. Then they are rinsed with purified water, followed by blowing with compressed purified
air, then rinsed with water for injection, blown and dried with compressed purified air.

Sterilization of vials begins with warming, high-temperature frying in a sterilization tunnel and ends with cooling.

The sterilized vials are automatically fed to the dosing units for filling and then to the capping unit, where the
bottle is closed with a stopper and rolled up with an aluminum (alumoplastic) cap. Vials with lyophilic
preparations are sent for pre-closure with special stoppers for lyophilic preparations, then for freeze drying, then
for sealing and seaming with an aluminum (alumoplastic) cap.

Correctly sealed vials with a medical product are sent to quarantine for quality control. After confirming the
quality by the laboratory, the vials with the medical product are sent to the labeling and packaging line in a pack.

Please note that SGD Pharma is only responsible for the items listed in the introduction and “Package”
paragraphs of this letter. It is under the responsibility of our customers to prepare the vials for use and to
choose the technological process according to their final needs.
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lepeson ¢ anramiickoro a3bika Ha pycekuii s3bik

HJlorotun/ UncTpyKimu

OO MCMONB30BAHMM THTHIX CTEKIAHHBIX thnakoroB npoussoacTea komnanuu «CI” I C.A» (SGD S.A.), ®panuus.

(nakoHbl H3rOTOBNEHBI U3 GECLBETHOMO M TEMHOTO cTekna 1, 2, 3-ro ruApoNMTHYECKHX THIIOB M HMEIOT BMecTUMocTh 5,0-3000.0 ma.
DJIAKOHBI H3rOTOBCHBI U3 dbopMoBaHHOrO cTekna cornacHo MCKIYHapOAHbIM CTanaapTam [SO. dnakoHsl MCNOMB3YIOT 15 (hacosku
JKUIKHX, ChILYYHX H JIHOQHITBHBIX IEKAPCTBEHHLIX IPEMApaToB.

Kaknas naprus (cepus) dakonon CONPOBOXKIACTCH CEPTH(HUKATOM KayecTBa MNPOM3BOAMTENA M COOTBETCTBYET KavecTBy,
YKa3aHHOMY B CepTH(IMKATE. bl

VYnakoska:

®nakonsl YNakoBaHbl B TECPMOYCan04HY IO IUVICHKY B BHJI€ NpAMOYTOJIbHBIX (<6J'IOKOB)>, pa3sMeEpLbl KOTOPBIX CTAHIAAPTHBI JIJI1 KaXKJ10ro
THIMA U BMECTUMOCTH (IJIIEKOHOB COrJIacHO OIMHCAaHHID MarcpHalia yrnakoBKH, EBpO-ﬂEI.J'IJTBTH C ONpPeAC/ICHHBIM KOJIMYECTBOM (I)J'[aKOHOB
KaX}10ro TMna M BMECTHUMOCTH (I)OpMprIOT 13 «OnokoB», Ha KOTOPBIC pasMelaroT CTaHAapPTHY O 3THKETKY npousBojautens. Ha
I9THKETKE YKa3blBaKOT HA3BAHHE npeanpuaTHa, HaHMEHOBaHHe npenapara, Homep CEPHH, KOJIHYECTBO, ATy H3rOTOBJICHMA,

[loaroroska thnakonos k HCNOJIL30BAHHIO:

Tlepen ucrone3osanuem ¢akonsi NIpOXOAAT KOHTpOsL kavectsa B siaGopatopun OKK, nocne wero naboparopus OKK naer
Pa3pCIICHHE HAa MX HCToNL30BaHMe. Tlepen 3arpy3kolt TeXHOMOrHYECKON IMHUM (r1akoHBl OCMATPUBAIOT BM3yalbHO, PU ITOM
(p1aKOHEI C BLISBICHHBIMH OTKIOHCHHAMH 110 Ka4yecTBy 3a0pakoBbIBAIOT. 3aTeM (hNAKOHLI MOMEILAIOT B creuuanbHble METaMHYecKIe
KACCEThI, KOTOPLIE 3arPyKaloT B TEXHOIOTHYECKYIO THHUIO. e

.
INpumeuanue: nocne 3arpysku kaccer B TEXHOIOMHYECKYIO JIMHHUIO MOATOTOBKH (DJIAKOHOB, (hacoBKa M Ykynopka ocyuiectsisercs
4BTOMATHYECKH B COOTBETCTBUH C 3ALAHHBIM PEXHMOM. "

M d

Kparkoe onucanue Texnonornueckoro nporecea:

~ ©IakKoHbI, MOMEUICHHEIE B KACCETHI, TMPOMLIBAIOT UMPKYNUpYIOWEH BONOMH, HarpeToil no Temneparyphbi- 40-60 °C, u MpoayBaloT
CHATHIM OYHLIEHHBIM BO3IYXOM. 3aTeM HMX OMOJNACKHBAKOT OMHILEHHOM BOLOH € NOCNENYIOMMM OGAYBOM CHKATBIM O MLLEHHBIM
BO3YXOM, IOCIIE HEr0 OMONACKMBAIOT BOAOH AN MHBEKLIWH, MpoAyBAIOT U CYLIAT CHKATBIM OYHILECHHBIM BO3IYXOM.

CTepHnm‘aumo (IJJ'IBKOHOB Ha4yuHaOT ¢ nporpesa, BBICOKOTBMI'IepaTypHOT‘O NpoKaJiiBaHHA B CTCPHIIM3ALUMOHHOM TYHHENE M
3aKaHYHMBAIOT OXJIAXKIACHHEM,

TpocteprnmsoBanibie (haakoHBl aBTOMATHYECKH NOMAOTCH B N03aToOpel s (AacOBKM, a 3aTeM Ha YKYNOpKY, rae ¢iakoHsbl
YKYTNOpHBAIOT TIpoOKaMH M OOKMMAIOT AIIOMHHMEBBIMH (anmomonnacTMkoBLIMH) Konmaukamu. MNakoHLl o JHOPHABHBIMK
MpENapaTaMn HanpassioT Ha NPEABAPHTENLHOE YKYIOPHBAHKE CHELNA/bHBIMH MpOOKaMH 118 IMODHILHLIX NPenapaTos, a 3aTeM Ha
CyDIMMAIMOHHYIO CyLIKY, rocne KOTOPO# — Ha YKYMOPKY H 06%HM a/llOMHHHEBBIMH (a/IIOMONNACTHKOBLIMM) KOIMAYKAMM,

Hannexawnm o6pasom ykynopennsie ¢nakonsi c ICKAPCTBEHHBIM MPENapaToM OTNPABAAKT HA KaPAHTHHHOE XpaHeHWe s
MPOBCACHHA KOHTpONA kauecrBa. Ilocne noateepxaeHHs kauecTsa naGoparopueii (IAKOHBI ¢ JleKapCTBEHHBIM npenaparom
HANPABAIOT HA IMHUIO MADKMPOBKH H YIIAKOBKH B NAYKH,

Heobxoaumo obparurs BHUMaHHeE, 4To komnanus «CTJ1 dapma» (SGD Pharma) necer OTBETCTBCHHOCTB TOJILKO 33 TO, 4TO YKA3aHO
B naparpadax «BeaeHue» H « Y NakoBka» HACTOALLEro nuceMa. Halum KIMeHTb HeCyT OTBETCTBEHHOCTS 3a MOArOTOBKY (DJIAKOHOB K
HCIIOJIL30BAHHIO H BBIOOP TEXHONIOTHYECKOTO NPOLIECCA B COOTBETCTBHM C HX KOHCUHBIMH TpeOOBAHHAMH.

Jlopan 3yGep, nupektop no pabote ¢ kauenTamu «CI'T1 C.A.» SGD S.A
31 mapra 2022 r, - ITioto, Dpanuus : izf:llﬁu & Teppaga Kéiifiim )

Bnanenwue «Ilatuoc Jledenc»
92800 ITroTo (14 bis, terrasse Bellini Immeuble «Patios
/Moxnucs/ Defense» 92800 Puteaux)
Ten.: +33 (0) 1 40 90 36 00
552 012 585 Toproso-npombiwneHHbIi peectp
okpyra Haurtep

«CT1 C.A» (SGD S.A.)
14 Gue, Teppacca Benmnn - 92307 - Mioto Cepekc - @panuns - +33 (0)1 40 90 36 00 (14 bis terrasse Bellini - 92307 - Puteaux Cedex - France - +33 (0)1.40.90 36 00)

AKUHOHEPHOE 0BIECTBO YNPOUIEHHOTO THMA ¢ KanuTanoM 44 081866 € - Toproso-npomsimneHHbiii peectp okpyra Hautep B 552 012 585 -
Homep nnatensunka HIAC suyTpu coobuectsa FR 29 552 012 585

A, nepesonuuk Bnaropmarckux [e6 Branumuposuy, noatsepkaaio nocrosepHocTs COBEPLICHHOTO MHOH nepeBoga Tekerh
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