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Actpa3enexa * FOK Onepaiwenc - Yaprep Bait -Cunk Poyn Bunec Mapk
Makknedung -Hewup -SK10 2NA
Ten.: +44 (0) 1625 582828 - dake: +44 (0} 1625 422266 - astrazeneca.com

CEPTUOUKAT AHANKU3A

30NALEKC, kancyna ans NOAKOKHOro BBEAECHUA NPONOHIMMPOBAHHOIO Aeucreua 10,8 mr,
WNPHU-annanKkaTop C 3al{UTHLIM MEXaHM3MOM (CHCTeMA 6esonacHoro BeeneHus Safety Glide)
1X1, Nayku KapToHHLIe

Cepwun: RS801

fara npoussoacrea: ®espans 2021 .

MNogen go: Axeaps 2024 r.
Crpana-umnoprep: Poccuitckas degepauus

Nokasarens/Mevon

. KonuuecteekHoe onpepenexue, B3MX

Hopma Pesynerar

9.7 - 11,9 mr/ikancyna 10,5 mr/kancyna

Copepxanue Boawl <=2 5 % Bec/sec 1,1 % Bec/Bec

ConepxaHue ykcycHom KMcnoTbl, I'X <= 2.0 % Bec/sec 1.2 % Bec/sec

| Mpumecu, B3XX Metog B

Muk | <= 1,0 % Bec/zec 0,0 % Bec/sec

Muk <= 1,0 % Bec/sec <0,2 % Bec/sec

Muk Kl <= 1.0 % Bec/zec <0.2 % Bec/sec
Nk IV <= 1,0 % Bec/sec 0.5 % sec/Bec

Muk V <= 1,0 % Bec/sec 0.2 % Bec/ec

Mk VI <= 1,0 % pec/zec 0.4 % sec/sec

Mux Vi <= 1,0 % sec/sec <0.2 % Bec/sec

Muk VI <= 1,0 % sec/sec <0,2 % eec/sec
Tk IX N | <='1,0 % secipec <0,2 % Bec/sec

Cymma npumecei

<= 4,0 % Bec/sec

1.5 % pec/sec oy,

Muk K (Metog C)

OTteyTeTaue uHbIX nukos >1.0 % CootsetcTayeT Qoomé?c‘ré’y’er
MocropoHHue npumecu ' :

B3XX Mertoa C - ; by O]
MonumepHbiit korBepT (MeTog C) <= 5,5 % Bec/sec 1.2 % secisec

<= 2,0 % Bec/sec

CrepunbHocTL

Baiﬂ“epuanbﬂz.re SHOOTOKCHHLI

CooTBeTcTBUE TpEBOoBaHUAM

Esponeiickoi ®apmakoneu u
®apmakonen CLUA

05 % Bec/sec.

Coovegrcrayer .

< 350 ES3/kancyna

Omvuem. 1561999

Crpanuuya 1 us 5




AcTpa3eueka - KOK Onepaswenc - Yaprep Bai Cunk Poyn Buanec MNapk
Makknedung Hewup -SK10 2NA
Ten.: +44 (0) 1625 582828 - dac: +44 (0) 1625 422266 - astrazeneca.com

CEPTUDUKAT AHANU3A

30NALEKC, Kancyna ans nogkoxHoro BBeAeHun NPONoHrupoBaxHoro AeicTeun 10,8 mr,
mnpuu-annnukamp C 3aUNTHBLIM MeXaHUuIMOoM {cucrema 6e3onacHoro BBefeHus Safety Glide)

Cepus:

HAara npouseoacrea:
lFopen go:
C'rpaaa-umnoprep:

noxaaaTenblMeTog

1x1, nayku KapToHHble

RS801

®espans 2021 .,
HAHBaps 2024 r.
Poccuinckas Penepayus

Hopwma

>
n
=
N
5
&
Q

5

Pgaxn bTar

| Onucanue

i
!

Bensie unu kpemossie
HUNUHAPUYECKUE KyCOYKIA TBEphoro
nonuMepHoro marepuana,

| Buaumsie vactuyn:

[ Cootsercrayer ]

CsoBoaeH unu npaktuueckn
cBoBOMAEH OT BUAUMbIX BKNHOYEHUIA,

? NoanunuocTs, BIXX

COGTSETCTE){ET

| B cootBercramm ¢ YTBEpPXaeHHOM
. MeToauko#

MocToponnue npumecy
r B3XX Meroa D
. MTuk Omera (MeTog D)

Cootsercrayer

- N E
1 0.0% Bec/Bec |

Cymma npumecer (Meton C u D)

| <=1.0% secisec
<= 10,0 % sec/sec

| 2 % Bec/Bec

§

‘OnHopoanocTs L[03UpOBaHuA

'CooTBeTcTBMe TpeBosarimm
Papmakonen CLIA (905)
| Esponeiickoi Dapmakenen (2.9.40)

| CooTBeTcTRyeT

i

i
i

| Pacteopenue (% or HOMUHANBLHOTO T [ .
; coaepxaHus) i é \ ‘
?“ﬂenb 3, CpenHee aHauenne OB A% m”
L Aews 3, Kancyna 1 T [5-30% 5% I\
?Eéﬁf 3 Kaneyna2 5-30% % ;
?V".Eleub 3 Kancyna3d WWW* 5% “Mf
immmﬁéd M_M_%*_S"Taﬁ“%mmm T "—“"";i 23% . {

g;;h 3 Kancynéé% ..._mm.,.m_".4.‘.~_,m_§§.§:_3..m__,...wm_. e s — 15 %._. . :

g fers 3, Kancyna 6

| Rens 14, Cpeance 3Havenme

Bere

14, Kancyna 1

Omuem: 1561999
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AcTpa3eHeka - KOK Onepaiwenc - Haprep Bait -Cunk Poysa Busnec Mapk

Maxkncoung Hewup -SK10 2NA

Ten.: +44 (0) 1625 582828 - Bakc: +44 (0) 1625 422266 - astrazeneca.com

30NALIEKC, Kancyna ans nogKoXHOro Be
WAPpKU-aNNNMKaTop ¢ 3al{HUTHLIM MeXaHuaM

Cepus:

Hara npoussopcrea:
lFonen po:
Crpana-umnoprep:

CEPTUDUKAT AHANU3A

RS801

®espans 2021 .
Ansaps 2024 r,
Poccuiickas ®egepauun

€AEHWUA NPONOHIUPOBAHHOIO AGHCTBUA 10,8 mr,
oM (cuctema BesonacHoro
1X1, NaYKn KapTOHHLIE

BBeneHun Safety Glide)

P
2
o
Q
™~
S
®
O
Q

Omuem: 1561999

Mokasarens/Meton Hopma Pesynmrar
LeHb 14, Kancyna 2 10-45% 23 % 5
[enb 14, Kancyna 3 10-45% 18 %
leHs 14, Kancyna 4 10-45% 32%
Herb 14, Kancyna 5 10-45% 22%
Hewrb 14, Kancyna 6 10-45% 23 %
Hexib 35, CpegHee 3HaveHue 20~ 55% 30 %
Hewb 35, Kancyna 1 15-60% 26 %
Hexs 35, Kancyna 2 15-60% 30%
[enb 35, Kancyna 3 15-60% 23 %
Hens 35, Kancyna 4 15 -860 % 41 %
[exb 35, Kancyna 5 15-60 % 28 %
HeHs 35, Kancyna 6 - 15 - 60 % 29 % e
HeHb 56, CpegHee 3HaveHne 60 — 85 % 67
| ens 56, Kancyna 1 55-90% 87 Yo
Rews 56, Kancyna 2 55-90% 4%
Aexb 56, Kancyna 3 ' 55-90% " 64%
"Llens 56, Kancynia 4 55-90 % 74 %
Benb 56, Kancyna 5 55-90% 65 %
! NeHs 56, Kancyna 6 155-90% o 68 % N
; Aens 84, Cpegree 3HaveHue >=75% 80 % -
Nens 84, Kancyna 1 >= 70 %
flens 84, Kancyna 2 ' >=70%

Crpanuua 3 us 5




Actpa3enexa - FOK Onepaitwenc - Haprep Bait -Cunk Poya Busnec MNapk
Makknceung ‘Hewup -SK10 2NA

Ten.: +44 (0) 1625 582828 - Makc: +44 (0) 1625 422266 - astrazeneca.com

CEPTUDUKAT AHANU3A

30NANEKC, kancyna ana NOAKOXHOIO BBEACHUA NPOoNoHIrMpoBaHHOroO AelcTBUS 10,8 mr,
WAPUL-aNNNUKaTOP € 3alMTHLIM MEXaHUIMOM (cuctema 6ezonacHoro BBeaeHun Safety Glide)
1X1, Nayku KapToHHbIe
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Cepusn: RS801
Hara npouseoacrea: ®espans 2021,
loaen go: Ausape 2024 1.
Crpana-umnoprep: Poceuickas denepayusn
Mokasatens/Meton Hopma Pesynerar
| [lens 84, Kancyna 3 | >=70 % 82 % )
| .
' OeHb 84, Kancyna 4 [ >=70% 84 % g
; Lenb 84, Kancyna 5 >=70 % 7%
' Biers 84, Kancyna 6 =70% 82%

KomMeHTapuu :A®C: FO3EPENUH
NpoussoauTens: Baxem Al , Weeduapus

HopmarueHas nokymentauus N N 01 3307/01-270811
Ham.1 N N 013307/01-100114
W3am.2 N N 013307/01-100614
M3m.3 I N 013307/01-050814
W3m.4 NN 013307/01-190716
M3am.5 N N 013307/01-230517
WU3m.6 TN 013307/01-141217
U3m.7 NN 013307/01-180518
M3m.B I N 013307/01-130619
Mam.8 M N 013307/01-110220

HuxeykasaHHoe 6bino MPOBEPEHO  NOCPeACTBOM  UCNONbL3OBaHUS BaMAUPOBaHHLIX
KOMNLIOTEPUIUPOBAHHBLIX CUCTEM M APYIUX 3NEMEHTOB CHUCTeMbI KavecTBa:

Tecrt Kputepuu npuemnemocru Pesynerar

YnaxoBska B cootmercraumu c HY Cooreercrayer
Mapkuposka B coorBercTtBUM ¢ HO Cootsercrayer
Cpok rogHocTk B cooteercteuu ¢ HY Coorsercreyer
Yernoeua xpanenus B cootBeTcTBUM ¢ HY Cootsetcrayer

Hactoawum nogTsepxaaro, uto BbiluenpuseneHHas WHpopMauus sensetca TOYHOW U [OCTOBEPHON,
HanHas cepus M3roToBneHa/npoussegera, skMOYas YNaKoBKY W KOHTPONMb KayecTsa. Ha
BbilIEYKa3aHHOW NpOou3BOACTBEHHON ANollagke B NONHOM COOTBETCTBUM ¢ Tpebos
MECTHOTO  perynstopHoro opraHa u CNeuntbuKaumamMy,  ykasaHHsiMu B
YAOCTOBEPEHUM  UMNOPTUPY oL el CTpaHbl.  TlpoTokonel  npouasogdcTea cep
NpoBeAEeHHbIX aHanuaos NPOBEPEeHb! U COOTBETCTRBYIOT TpebosaHuaM GMP,

Crpasuua 4 w3 §
Omvwem: 1561999




Actpa3enexa - HOK Onepaiwenc - Haprep Bait -Cunk Poya Buanec Napx
Makkncdung -Hewup -SK10 2NA
Ten.: +44 (0) 1625 582828 - daxc: +44 (0) 1625 422266 - astrazeneca.com

CEPTUOUKAT AHANU3A

30NAJLIEKC, Kancyna onst NOAKOXHOro 8BegeHus NMPONOHIMPOBAHHOIO AelcTBUS 10,8 mr,
WARUU-aNnIMKaTop ¢ 3amUTHLIM MEeXaHU3IMOM (cucrema GesonacHoro BBenexun Safety Glide)
1X1, nayku KapToHHbie
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Cepusn: RS801

Hara npoussoacrea: ®espans 2021,

Fonex go: Ansape 2024 r.

Crpana-umnoprep: Poccuiickan deaepauvs

MNokasavens/Meton Hopma Pesynkrar

Oncbpero.  [OxoaHH MeBuc YnonHomoueHHoe nuuo (ExeaHesHoe ACKYMEHTUpOBaKUE)

YNonsoMoueHHoe nuyo
Boeinyweno: 23 uiona 2021

(RanHas anexkTpoHHas noanuck SBNseTEs OPUAKUHECKM PaBHOUEHHLIM 3KBUBANEHTOM
PyKonucHon noanucu)

Crpanuua S5uz 5
Omuem: 1561999




UK Manufacturing

Silk Road Business Park
Charter Way
Macclesfield

Cheshire SK10 2NA
England

Tel. +44 (0} 1625 582828
Fax.+44 (0) 1625 422266

CERTIFICATE OF ANALYSIS

AstraZeneca .=

Zoladex, Prolonged-release capsule for subcutaneous injection 10.8 mg,
syringe-applicator with a protective mechanism (Safe system Safety Glide)

Batch Number:
Date of Manufacture:
Date of Expiry:

Importing Country:

TEST/PROCEDURE
Strength HPLC

Water Content

GLC Impurities - Acetic Acid

HPLC Impurities
Peak |

Peak 1
Peak 1|
Peak 1v
Peak v
Peak VI
Peak Vi
Peak Vil
Peak IX

Total Related Substances

No other peak >1.0%

Drug Related Species by HPLC Method

c
Polymer Envelope

1x1, carton packs
RS801

Feb-2021

Jan-2024

Russian Federation

ACCEPTANCE CRITERIA
9.7 - 11.9 mg/depot
<= 2 5 9% wiw

<= 2.0 % wiw

<= 1.0 % wiw
<=1.0 % wiw
<= 1.0 % wiw
<= 1.0 % wiw
<= 1.0 % wiw
<= 1.0 % wiw
<=1.0 % ww
<= 1.0 % wiw
<= 1.0 % wiw
<=4.0 % wiw

Complies

<= 5.5 % wiw

Page 1of 7

RESULT
10.5 mg/depot
1.1 % wiw

1.2 % wiw

0.0 % wiw

<0.2 % wiw
<0.2 % wiw
0.5 % wiw
0.2 % wiw !
0.4 % wiw -
<0.2 % wiw-
<0.2 % wiw
<0.2 % wiw
1.5 % wiw

Complies

1.2 % wiw
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UK Manufacturing

Silk Road Business Park

Charter Way
Macclesfieid

Cheshire SK10 2NA

England

Tel +44 (0) 1625 582828
Fax.+44 (0) 1625 422266

CERTIFICATE OF ANALYSIS

Zoladex, Prolonged-release capsule for subcutaneous injection 10.8 mg,
syringe-applicator with a protective mechanism (Safe system Safety Glide)

Batch Number:
Date of Manufacture:
Date of Expiry:

Importing Country:

TEST/PROCEDURE
Peak K

Sterility

Endotoxin
Endotoxins

Description

Visible Impurities

Identity, HPLC

Drug Related Species by HPLC Method

D
Peak Omega

Total Drug Related Species (

Method C&D)
Uniformity of Content compliance

Dissolution Rate - Mean
% Dissolution Mean Day 03

1x1, carton packs
RS801

Feb-2021
Jan-2024

Russian Federation

ACCEPTANCE CRITERIA
<= 2.0 % w/w

Complies to the PhEur and USP

<350 USP EU/Depot

White to cream coloured cylindrical
pieces of rigid polymeric material.

Free or practically free from visible
impurities

Complies with the approved tests

<= 1.0 % wiw

<= 10 % w/w

Complies with the requirements of the

United States Pharmacopoeia (905),
European Pharmacopoeia (2.9.40)

10-25%

Page 2 of 7

RESULT
0.5 % wiw

Complies

Complies

Complies
Complies
Complies
0.0 % wiw:
2 % wiw

Complies

18 %




UK Manufacmréng

N Silk Road Business Park
AStl’ azeﬂeca & Charter Way
Macclesfield
Cheshire SK10 2NA
England
Tel. +44 (0) 1625 582828
Fax.+44 (0) 1625 422266

CERTIFICATE OF ANALYSIS

Zoladex, Prolonged-release capsule for subcutaneous injection 10.8 mg,
syringe-applicator with a protective mechanism (Safe system Safety Glide)
1x1, carton packs

Batch Number: RS801
Date of Manufacture: Feb-2021
Date of Expiry: Jan-2024
Importing Country: Russian Federation
TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Dissolution Rate - Day 03
% Dissolution, Depot 1 5-30% 15 %
% Dissolution, Depot 2 5-30% 15 %
% Dissolution, Depot 3 5-30% 13 %
% Dissolution, Depot 4 5-30% 23 %
% Dissolution, Depot 5 5-30% 15 %
% Dissolution, Depot & 5-30% 15 %
Dissolution Rate - Mean
% Dissolution Mean Day 14 15-40 % 23 %
Dissolution Rate - Day 14
% Dissolution, Depot 1 10-45% 21 %
% Dissolution, Depot 2 10-45% 23 %
% Dissolution, Depot 3 10-45 % 18 %
% Dissolution, Depot 4 10-45% 32 %
% Dissolution. Depot 5 10-459% 22 %
% Dissolution, Depot 6 10-45% 23 %
Dissolution Rate - Mean
% Dissolution Mean Day 35 20-55%

Page 3 of 7




UK Manufacturing

#
& Silk Road Business Park
AstraZeneca - Charter Way
Macclesfield
Cheshire SK10 2NA
England

Tel. +44 (0) 1625 582828
Fax,+44 (0) 1625 422266

CERTIFICATE OF ANALYSIS

Zoladex, Prolonged-release capsule for subcutaneous injection 10.8 mg,
syringe-applicator with a protective mechanism (Safe system Safety Glide)
1x1, carton packs

Batch Number: RS801

Date of Manufacture: Feb-2021

Date of Expiry: Jan-2024

Importing Country: Russian Federation

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT

Dissolution Rate - Day 35
% Dissotution, Depot 1 15-60 % 26 %
% Dissolution, Depot 2 15-60% 30 %
% Dissolution, Depot 3 15-60% 23 %
% Dissoclution, Depot 4 15-60% 41 %
% Dissolution, Depot 5 15-60 % 28 %
% Dissolution, Depot 6 15-60% 22 %

Dissolution Rate - Mean
% Dissolution Mean Day 56 60-85% 67 %

Dissolution Rate - Day 56
% Dissolution, Depot 1 55-90 % 67 %
% Dissolution, Depot 2 55-90% 64 %
% Dissolution, Depot 3 55-90% 64 %
% Dissolution, Depot 4 55-90 % 74 %
% Dissolution, Depot 5 55-90 % 65 %
% Dissolution, Depot 6 56-90 % 68 %

Dissolution Rate - Mean
% Dissolution Mean Day 84 >=75%

Page 4 of 7




AstraZeneca »*

Zoladex, Prolonged

UK Manufacturing

Silk Read Business Park

Charter Way
Macclesfield
Cheshire SK10 2NA
England

Tel. +44 (0) 1625 582828
Fax.+44 (0) 1625 422266

CERTIFICATE OF ANALYSIS

-release capsule for subcutaneous injection 10.8 mg,

syringe-applicator with a protective mechanism (Safe System Safety Glide)

Batch Number:

Date of Manufacture:
Date of Expiry:
Importing Country:

TEST/PROCEDURE

Dissolution Rate - Day 84
% Dissolution, Depot 1

% Dissolution, Depot 2
% Dissolution, Depot 3
% Dissolution, Depot 4
% Dissolution, Depot 5
% Dissolution, Depot 6

1x1, carton packs
RS801

Feb-2021

Jan-2024

Russian Federation

ACCEPTANCE CRITERIA

>=70 %
>=70 %
>=70 %
>= 70 %
>= 70 %
>=70 %

Page Sof 7

RESULT

79 %
75 %
82 %

77 %
82 %

$ 1561599



(,fi‘ UK Manufacturing
Q0

V> Sitk Road Business Park
AstraZeneca Charter Way
Macclesfield
Cheshire SK10 2nA
England

Tel. +44 (0} 1625 582828
Fax.+44 (0) 1625 422266

CERTIFICATE OF ANALYSIS

Zoladex, Prolonged-release Capsule for subcutaneous injection 10.8 mg,
syringe-applicator with a protective mechanism (Safe system Safety Glide)
1x1, carton packs

Batch Number: RS801

Date of Manufacture: Feb-2021

Date of Expiry: Jan-2024

Importing Country: Russian Federation

Comments: APIl: GOSERELIN
Manufacturer: BACHEM AG, Switzerland

Normative document: N N 013307/01-270811
Varl N 013307/01-100114
Var2NnN 013307/01-100614
Var3TMN 013307/01-050814
Var.dNn 013307/01-190716
Var.5TIN 013307/01-230517
Var6lMN 013307/01-141217
Var.7l N 013307/01-180518
Var.8T N 013307/01-130619
Var9lMnN 013307/01-110220

The following have been verified through system checks by validated computerised
systems and other quality management systems: N/

Test Acceptance Criteria Result

Packaging Complies to the normative document Complies
Labelling Complies to the normative document Complies
Expiry Complies to the normative document Complies
Storage Complies to the normative document Complies

Itis hereby certified that the above information is authentic and accurate. This batch of product has been fabricated/
manufactured at the above mentioned site including packaging and qua

Page 6 of 7
1999




A UK Manufacturing

Y Silk Road Business Park
Astrazeneca e Charter Way
Macclesfield
Cheshire SK10 2NA
England

Tel. +44 (0) 1625 582828
Fax.+44 (0) 1625 422266

CERTIFICATE OF ANALYSIS

Zoladex, Prolonged-release capsule for subcutaneous injection 10.8 mg,
syringe-applicator with a protective mechanism (Safe System Safety Glide)
1x1, carton packs

Batch Number: RS801

Date of Manufacture: Feb-2021

Date of Expiry: Jan-2024

Importing Country: Russian Federation

Released by : Joanne Lewis QP Daily Register execution

Qualified Person

Released On : 23-Jun-2021
(This electronic signature is the legally binding equivalent of a hand written signature)

Page 7 of 7




000 «CUBHUPCKMII IEHTP AEKJIIAPUPOBAHHUS U CEPTUOHKALIMI,
(000 «CIIC»)
630007, POCCHS, Hosocudnpekas obacts, I-hmacuﬁt-:pcx, VUL K(NiM}”Nlli:l'li‘il‘-i:k“dﬂ, 35,
0. 344, Ten./pake (383) 209-02-54
Hensrrareannan Jabopartopus Q00 «CILLIAC»
659325, POCCHS, Aurraiicknii Kpaii, buiick r, 3asogcran Yily . 69, 3panme nexa no
liepepadoTke pacTureabnore Chipb,
e +7 (913) 086-25-31, e-mail: scds@nskseds, ruy

VHHKRILHBIT HOMep sanHcH o6 AKKPEANTAUNH B Pecc pearrpes HTOBauHLIX auu: RARU.2 1|3

YTBEPAJIAK)
])fit‘)l.[lli&éf?:n 000 «CLYIC»
< 4 g HO.B. Cenesnesa
7 ﬂo;lﬂﬁib]

f;_if_i» wions 2021 r.

NPOTOKOJI HCHBITAHUIL

Ne 4075/03.21 ot «14» uroan 2021 r.,

Hanmenosanue 0bpasua (o6bekTa) HenbITanmii: 3onaneke® wancyaa nng NOAKOIKHOIO BBeAeHUs
MPONOHrHPOBAHHOrO nelicTrUs 10,8 Mr 1w, WMPHL-ATITIMKATOP € 2aliMTHbIM MEXaHHIMOM (CHCTEMA
BesonacHoro BBeseHs "Safety Glide" (1), nauku KapTOHHBIC
Cepusn: RS801

Tojen no: 31.01.2024 et
Hpezznpuﬂ"me—ﬂ:;m"maurem,, ¢Tpana: Actpa3euexka JOK Jlumures, BeaukoGpuranus/ Silk Road
Business Park, Macclesfield, Cheshire, SK10 2NA, United Kingdom

Hudopmauns o 3axazunie (nammenoBanue u kouTakTHLIC AQHHBIC 3aKA3UNKa):

AO «Cenrepyer 117216, 1. Mockea, ya. I'puna. 1.15 U

000 «Acrpa3eneka Dapmacsiotukaniy 1231 00, r. Mockaa, p-1 Kpacuorsapaeiickuii | ~Hom2l],
ctp.1, 51.30, komuare 13-14

Aara noayuenns obpazua (o6vexra): 14.07.202] 110 3asBKe No 797761
Hudopmannn o6 orbope obpasua: lpeaocTaBicHa sakazunkom AQ «Cenrepycn

(JlaGoparopus ne OCYLECTBAsNET 0TGOP 06Pa3LOB U He HCCET OTBETCTBEHHOCTH 34 cTa/mNo 0ThOpa
obpa3iios u HHbOPMatio, HPCAOCTABICHHYIO 3aKa34 KoM, ) ! N
Haenrudurauna nocTynuswMx  ofpazuos: 3ogajiexc® RanCyia ans noakowuoro BBEACHHA

NMPOIOHIHpoBaHHOTO neficTaig 10,8 Mmr | WIT., IAPHU-ANTIIMKATOP ¢ 3aLMTHEIM MEXAHUIMOM (CHCTEAA
Oe30MacHoOro BBeaeHI "Safety Glide" (1), naukwu kapromnmuie o

Hocrynnao na wenwrranug: 2 YIIAKORKH

[lenoc*r__ugc*rb Ynakosku: He napyuiena

Hopmarusnasn Aorymentanus: [TNOI3307/01-27081 | Him. Ne [-9;
per. ya. NelTNO13307/01 or 27.08.201 1 {(1ara samenn PY 19.11.20] 8)
Yeaosust nposesenus HCHBITanuii: Temneparypa OKpyxatouero Bosayxa or +20.0 °C a0 +25.0 °C;
OTHOCHTEABHAS BAAKHOCTE OKpY#katotero Bosayxa or 30 % o 75 Yo aTMocdepHoe AaBteHe or 87
klTa 10 106 klTa.

Cpencrsa usvepenus:

Hax a(pl) n p{ll‘l(ﬁi'lt!l!l[!!miiéﬂl_ b!”f..l;l;;ﬂ ."1;5?07.302 I-1 407565[ -




Haumenosanue
HOKA3aTEeNR
{xa PARTEPUCTHICH).
Metoa (Meroauka)
HCIBITAHHITL

Tpebosanun KauecTny no
HOpMaTHBHOMY AOKYMeHTY,
Eavmner HIMEPeHHI,

Pesyanrar nensrranmii

Onmcane

Bc.-'me Wi KpeMOBbIC uﬂ;;mupwrecmre
KNCOYKH TRepIOTrD II()!MM&[)HOE‘{\ Marepuana,
CBOGO,E]IIOI"U HIH DPaKTHYeCKky CROGOBJIUI‘O or
BHAHMBIX BRKTIOYCHHI,

Besmtit wmmapnuecwnii KYCOMCK TRepiOro
NOAUMEPHOTe  MaTepUata, cBOGOAHOrD o1
BHAHMBIX BKTIOYCHHI,

Yiakoska

Kancyna juim noakoxuoro BRE/12HHA

IIpONOIH'H’pOMHIEOI‘Q ﬂﬂﬁCTBH)] B mlTpHIJ,E'
dUILIHKATOPE ¢ 3aUMTHLIM  MexaHuIMOM
(Cucrema Besonachoro BRcenns Safety Glide).

Octunr WMPHI-AMIUIMKRTOp  BMecte ¢
ACCHKIHTOM MOMEWIAETCA B 1AMHHHPOBAH LI
aloMunBesIi KonnepT. Kowsepr ¢ noxsnmmo
TIPHKPCILICHHBIM rakkom-annoTaHel
FOMELESTCS € HHCTPY KUMEH No nprMenenio o
KAPTOHHYIO  Tauky ¢  Koutpomem Heproro
BCKPLITHS,

Kaneyia  aw  noakosmnors HBCACHMA
APOIOHTHPORAHHOTO JeHCTRHY B HITpHie-
UILTHKATOPE  © 3aUMTHEIM  Mexaus3mon
(Cucrema  Gesonachoro BBCIEHHA  Safety
Glide),

I HINPHIAMIZHKLTOP BMecTe ¢
JICCHKAHTOM noMmented g TAMHUHHPOBAH MK
ATOMUHHCBHIH  kowsepr.  Komwsepr ¢
TOABMAKHO  NDUKPENACHILM  haaskKam-
AHHOTAUNEH NOMCIIEH ¢ HBCTPYKIeH 110
UPHMCHCHHIO B KapTomHylo nayky ¢
KOHTPOICM [1EPBOro BCKPLITHY,

Mapkuporka

1) Hepuuanan
fipenapara.

Ha atuxerxe HINPHLIA Ha  pycekoM  wapike
YRA3AHO! TOProBoe nanMenonaie npenapara ¢
npeayipeaurepHol MAPKHPOBROH &,
eRapersenas dopsa. Jo3uponka, cepus
FOJICH.

¥raxkonka JCKAPCTYREHHOTO

Ha xomsepre ans wmpmia s AHITTHITCKOM
A3BIKE VKAIAHO! TOprosoe u MEAIYHAPOLHOe
HelIATENTOBAHNOE  HAMMEHORAHNC Hpenapara,
AOIHPOBKA, HAUMEHORAHME M JoroTun Supnib,

CXCMQ  BCKPLITHA  KOMBEPTZ W yaanemus
HPeIOXPAHUTE 1A,

Ha ramre-annoTanmy, HOABHAHO-
TIPHKPCILICHHOM K KOHBEPTY Ha PYCCKOM $9biKe
VEA3aHO!

HA OJIHOH CTOPOHC - TOProBoe HauMeHOBANHE
npenapara (- npeaynpeanTensHoi
MAPKHPORKOT ®, MEKIVHApOTIoe
HETTATCHTOBAHHOE HANMCHOBAHHE, AO3UPOBKL,
Jdekapersennan  dopaa: «Kameynn g
AOIKOKHOIO  BREICHMUS APOAOHIHPOBAHHOID
AciicTaun » mnp:mc-ammukampc C 3AUEHTHRIM
MEXAHWIMOM), COCTAB, CNOCOD BRE1CHI: s
HOAROKHOTO BBEACHUAY, HALIHCH: «Crerema
GerommacHoro  naeacHuay, «Conepaur QHY
Kaneyiys, «Crepunnnon, «Konmepr CoepRuT
RUICYIY ¢ TecukantoM, kotopyio creayer
Huﬁp(‘)éﬂ’rh nocae BCKPLITHS KOHBC]JT‘&N.
“Huctpysuwimo  no  mredcHmo npenaparta
CMOTPHTE Ha 0BpaTHOI cropomes, s Iprvengrs,
HO HYOIHAYCHMI Bpaya. Cmu'rpa'rc llllt‘Tp_‘,'K{]Hiﬂ
o npusmesciion,  «Fpivensty cpasy ke

Nochae  BCKPRITHS KOHBCPTan, t(n]?HML‘HRTB
TOOLKO B TOM cayvae, ecom KOHBEPT Co
mﬂpmm?\i-ammnxnmpc‘m HAXOAHTCH B

HETIOBPCAICHHOM  COCTOS HItlY, «Creayer -
COBM0AaTH OCTOPOKHOCTL  1pu eegenny
HpPCHapaTa B iepeiHion Oprotmnyio CTCHKY B
CBAZHM ¢ OAMIKHM pacriosomenen HIAHE H
TINPCBHOH apTepiu M ec merneii: ¥ ovenn
NYAWX NAUHEHTOR PHCK THOBPCKICHIT CocyLa
MOKCT ObiTE Buiine. C ocafoit OCTOPORHOCTLIO

CHCAYCT  BROJAWTL NpCnaparT  manMenTam C IXVAbIX 113
HUIKHM HHICKCOM MACChI Tena WHIN COCY A MO
HOTYYRIO0M AHTHKOArY AT B OaHOH

Tlepemanas  ynakonka
npenapara.

Ha oruxerxe IAPHIA HA PYCCKOM  sinike
YRa3aHo; TOprogoe HEUMEHORANHE npenapara
C  HPCAYIPEANTEIRHON MaprHporkoH R,
ACKAPCTRCHIAL (opMa, o3uposka, CepHA 1
FOJICH,

ACKAPLTRCHHOTO

Ha kousepre iy LUTPHiA Ha

AHTTHIHCKOM S36IKe Ykasano:

TOProBoe M Mewaynapoaoe
HENATCHTOBAHHOE HANMEHOBAHHE nperapara,
AOIMPORKA,  HAMMCHORAHHE M Jorerum
hupMuL,  exena BCKPBITHS  kouBepTa W
VIAACH!A TIPL10XPanTe 1.

Ha rokke-annoTaumy,
UPHKPEILICHHOM K Kommepry
ATBIKE YRATRHO:

Ha 01HOH crepone - Toprokoe
HAUMEHOBAUHE Hpemparta ¢
TPCAYHIPEIHTE IRHOIT MAPRHpORKOH R,
ML":K,’I}‘]IHPO,’UIUU 3y H{’.‘IHHTCHTOBMIH(}&.‘
HAMMCHOBANNE, J03UPGRKA, SIERAPCTRE Hivay
dopma: «Kaneyaa s HOAKOKHOLG BheacHIA |
NPOAOHTHPOBAHHOTO JelicTuns 1 UIpHILLE-
AUTHKATOPE ¢ 3a1LHTHEI M \
MEXBRHIMONM.Y,  COCTAR, Cotod BREICHIS
«ls noakokuoro BRCICHUA DL, HAANMCH:
«Cuerema Gesoractoro BBCACIHAD,
«Coxepknt oxny Kameyiny.n, wCreputmno i,
«Kounepr conepr KallCyiny ¢ Jecukanton,
ROTOPYIO  coeayer BROPOCHTE  nocae
BCKPEITUS  koRBEpTAy,  «Hnempyripno  no
BRCACHMIO Npenapata cMoTpuTe Ha obparHoii
croporcy, «llpavenath no  namnavemmno

TOABIAHO-
Ha pycckosm

Bpada. Caorprre HHCTPYKUMIO 110
HptMeneriio. . «llpisensTs cpasy we nocie
BERPRITHA kousepray, «lpuvensts ronpko &
TOM CAYYAC, COnM KoHBEPT co
WHPHIEM=aITUIMKATOPOM HaXaAHTCH 1
HEHOBPEHICHHOM  COCTOR MMM », «Cregyer
cobuinoaars ucm;

HAIMPeBHOH A




03, HACTOTH BREACHUA npenapara,
HHIOPMAILIA N0 BCKPBITIO KOHBCPTA, VeIORMS
NPANCHAA,  npeaynpeanTenihas  pasmics:
«Xpannure 8 Mectax, HEAOCTY KX JUI8 Teteiin,
Ha3BAHHE W aipec dmpmu-lrpnwmo;mrem,
«Jomateke n SafeSystem - TOBAPHBIC  3HaKu,
COOCTBCHHOCTE Ipyiiis KOMIAHHA
Actpa3eHeray, suak konmpaiita KOMITanum,

Ha obparhoii cropone YKazano: meroamka
HBCACHHA  Npenapara,  J0rotin aepwarens
PEFHCTPAMOHNOIO  YAOCTOBEPCHHS Ha
AHPHICKOM A36IKe {Astradeneca), CepHa. jara
NPOHIBOACTRA, TOASH/TOIECH fo,

2) Bropuunas ynaxoska.

Ha  kaprowsol nauke wa PYCCKOM  s3blKe
YRazane (1pu  YIAKOBRKe Ha NPEANDHATHAX
Acrpa3enexa 10K fumires, Bemuxobpuranis,
1 3A0 «3n0-3n0possen, Poccun);

TOProROC  MANMEHOBAFME  npenapara ¢
Hpeaynpeawresstoi MApKHpoRkoi ®,
MEKIYHAPO MO HETTATEHTOBAHNOE
HEMeHORAHHNE, JERAPCTBEHHAN thopma:
«Kar:cy_-—"za Ang HOAKOEKHOMG BHCICHMA
ITPOAOHTHPOBAHHOTG  aeHcTRHY HNpHIe-
ANTUTHRATOPE € SAUIHTHRIM  MeXaHIMOMY,
AOBHPORKA, cocTap, ¢nocod pegeHs: w/lng
THOIKOKHOIO BREICHUNY, HANNHCH: «CHerema
Gesonacnoro  Beetenusy, «Conepaur  oany
Kaneyayy, «Crepuinion, «hIpuvensrs epaiy
A NOCIE BCKpWTHA KOHBEPTan, «Ilpn,uenx“rr,
TOABRG B TOM  CHYHAE, LM KOHBepT Cco
HTIPHLEM-QITILIHRITOpOM HaX0MTCs 8
HeHoBpekeniod  coctounmny,  «llpumenats
10 HEB3HANCHIO Bpata. CMOTpUTe mueTpy Ko
HO IPHMEHEHMION, npeayvnpeanteantas
HLINTHCH: «Xpasmn, B MeCTax, HC‘AIGC'E'}’IHHJX
A Elc!‘cﬁ)). HACTOTA BRCICHHH Hpetapara.
VCIOBHR  OTNVCKA,  Yenosus NpaneHms,
HUAHMEHOBAHHE u alapee thupnsi-
np«)mnozmwzm, HOMER PErHCTPALIHOHEO D
YAOUTUBCPCHHA,  INTPUX-KOX,  cepua,  jata
MPOHIBOICTBA,  ronew/roaen 1o,  qorotun
JAcpaarens i.}L"l'HCTpaILHDHHUI‘O )".’IOCTUBCPL‘EHM

Ha RHEAMHCKOM HIBIKE (Astrazencea),
«Ionagexe u SafeSystem TOBAPHBIC 3HAKH,
COBCTBEHHOCTS FPYIIL KOMITaHui

Actpal3encka», mHak Konupaiita koMnasiu,

Hpu ynaxosxe wa NPENPHATAN Actpa3enka
HOK Thasurren, Bemxodpuranus
AOTIVIHHTEABLHO MOFYT  HUHOCHTCA  cpesicTra
WICHTHONKAONN  TerapeThennoro npenapara

{ra00wbHbi HASHTHPHKAUHOH B HOMEp
TOPIoBOH  camumysr o WHIHRBHIY 2B H b
cepuitnntii HoMEp BTOPHYHO#R

(HoTpeduremeroi) yiakokky ayGampyiores §
BHAC YHTACMOTO NEYaTHOTe Tekera) apyrie
TENHHYCCKHE! HHQOPMALHORKLE K001,

Hpu  yiakorke na 3A0 Gu-3noponres
JONMOIHATEREHO YEQsuiBaoT AOrOTHINL
Hassamue, aapec. renedon, pake A0 «3ul-
3aoposnes,

OCTOPOKHOCTLIO CEAYET BROIUTS npenapa
THILHEHTEM ¢ HIIKHM HIACKCOM MICCH Fera
WHIM 108y S aronum AHTHROATY 1aHTH B
%rmjmoﬁ

AD3ER. wagTeTa  BRegenms
Mpetiapara,  undopMatns o sexpritio
KOHREPTA, Yenosuy Xpanenus,

NPCIAYOPCAUTE ILHAS HANTHC ! «Xpanuth n
MecTax, HEJOCTYITHRX [Lia AeTed.», HasBamMe
H alpec 4?"pm.!-ﬂp(m'mo}lu’fcflbf, «Sonanexc
W SafeSystem - ronapmue FHAKH,
CODCTREHHOCTE PPVIL KOM-T1anmii
Actpadeneran, snax KOnupaiTa KoM,

Ha obparnoii cropone YRE3AHO! METO-1HKa
BBECACHHE nIpenapara, JZororHn acparens
[PETHCTPALHOHNAOIO  YAOCTOBEPeHHS Ha
QHTTRIICKOM  R3blKe {AstraZeneca), cepun,
HATa HPOH3BOICTBA, FO/IeH.,

Bropuuyan ynakoska
Ha xaprommoii nauxe wa PYCCKOM  A3LIKe
YRAIAHO  (YHAKOBKA B npetnpusTi
Acrpa3enexa HK Jwsurea,
BeaukoOpyranug):
TOProBOC  HaMMeHoBanue
HpEAYnpeHTeanHoi
MEAIYHRPOINOE

npemapara ¢
MAPKHPOBKDit ®,
HCTATCHTOBANPOC
HAHMCHOBAMKE,  AekapcrHeHHas dopua;
«Kancyna a1 noakowioro BRE{EHUs
Npoionruporannoro seiicrang o WipUe-
AULTHKATOPE ¢ SULMTHEIM  MEXAHHIMOMY,
AQIHPOBK, cocTas, cnoced BReteHus: w1
TOIKOAHOTO BECACHHS ), HaATHCH:
«Cretema Bes-onackoro BRCACHHAD,
«Costepxur oy Kaneyay.n, «Crepuinho.»,
«llpusiensts cpasy ke nocne BEKPLITHA
kouseptan, «llpumenstn romxo » rou
CAYHAS,  CCAM  KOMBEPT €O wmpHieM-
AHTTHRATOPOM HAXOAHTCH B
HENOBPEAICHHOM cocToARIH. 0, «] [pusens T,
110 HOGHAUCHRIO  Bpava. Cuorpure
HHCTPY KMo 1 NPHMEHCHHIO, »,
HPCAYHPEMTCABNAT  HAAIHCS: «Xpanuts 8
MECTAN, HEAOCTVITHBIX 118 e teiin, HACTORG,
BRCICHHS  npenapata. veiosus DIIYCKA,
YCAOBHA XpuHenus, HIBMEHOBAINE 1 ajpec
dupMsnpoR TTe T HOMep g
PEFHCTPALMOHHOTD ¥ JUCTOREPEHIA, LT pHx-
KO cepud, gara g}ibwmasn's}m‘. SFOlieu,

AOTOTHIT  epakarens’, perucTpitnourioro
YAOCTORCPCHHA  Ha  GueumickOM  Abixe

(Astrazeneca), «3onanexe. i SifeSystenm -
TOBApHbIC FHAKIH,
KoMkl Actpa3encka n. IHAK KOWAPATITA
KOMITaHH,

Hanecenu Cpeactsa HaeHTHG KA
VIEKApCTRENNOrO  npenapata  (raoGwin i
WASHTHPSIKat O ML HOMCD  TOProsoi
CAHHHUBL 0 MBIAHBHAY AR 1B CepHITHRIE
HOMEP  propHuofi (nOTpeBHTeILCKDIT}
YNAKORKW  npo-gybauposanst g a1
HUTUEMOTD  NIeUBTHOTO  TeKCTa), apyrue
TEXHHHCCRIE HHPOPMELHOHILIE koM.

coberpenuocTy ,.qlx}mu,:l__. ;

Colngany
LA




Ha waprounolt nauke wa PYCCKOM  minlke
Ykazato (npu ynakoske Ha npeanputrun OO0
“Acrpadenera Muzacpu, Pocens): Toprosoe

HAMMEHORAHME npenapara c
ApeAYNpeARTe IBHO MAPKUPORKOIT &,
Mb"rﬁ.ily Hapoianoe HEIUTCHTORAHHOE
HAUMCHOBAHME, ACKAPCTRCHIAs (b(]p.\lla:

«Kameyma  ans nogkossoro HBCACHUA
UPOJIOHTUpORAHKOrO  JCHCTBIS B minpuie-
AMLMEATOPE € 3alUMTHBIM  MCXAHHIMOM,
ADTHPOHKA.  coCTaB, cnocod mBeaenus: «/lng
HOAKOAKHOTO BBEACHHAS, Haammen: «Cuerema
Geyonacuoro  mecaeHus», «Conepkur  oany
Kaneynyn, «Crepunntion, «[Ipuvensrs cpasy
AC NOCIHe BCKPLITHA KounepTan, «lIpusensts
TOABKO B TOM  ciiydMae. eciaH  KoHESpT co
W PULEM-QITUTHRATO POM HUXOIHTCA B
HEMORpERIEHHOM  cocTosnumy,  «l Ipnmennts
o BasHaueHmo Bpava. CMoTpute ureTpykimio
N0 OpHMEHEHHIO, lipexynpereLas
Hmes:  «XpaHurs 8 Mecrax, HETOCTY MHBIX
AR JeTel», YacToTd  BBEAcHMH upenapara,
YCIOBHA  OTHYCKX.  YCHOBMS  XpaHenus,

HAHMEHOBAH HE u anpec bupMsi-
TPOMIBOINTENS,  naHMeNoRamMe,  wipec,
retedon, thare TPEATIPHATHA,

OCYIIECTRINIOMETD  BTOPHYHYI0  YNAKOBKY,
HOMEP  PErHCTPAMOHHOTO  YAOCTOBEpPCHMS,
WITPHX-KOL. CePHA, AaTA NPOHIBOICTEA, rodeH
AD, JOFOTHN IepAaTeIN  PerHCTPALIMOHHOMO
YAoCTOBEepEHHS  Ha aHraMickoM  ganike
(AstraZeneca), «3onagexc u SafeSystem -
TOBAPHBIC  4HAKM,  COBCTBCHHOCTE PPV
KoMiaHui - Acrpadedexan, suax KOtHpaiTa

KOMITAHHU,
Xpannts npu TEMTICpaTyYpe ke 23°C, Xpauirrs npu TEMACpaType Huke 25°C.
Cpok roxsoctn 3 roza Cpok roanoects 3 roza

3asBlICHUE O COOTBETCTBHM TpeGoBaHUAM WK crietudukaiam:

3onazexke® kancyna a8 HOAKOKHOIO BBEACHHA TPOIOHIUPOBAHHONO JeitcTBUY 10,8 mrdprr.
HTPHI-ANITHKATOP ¢ 3ALHTHBIM MEXaHU3MOM (CHCTeMa GesonacHoro BReIcHMs "Safety Glide" (1),
Matku Kapronubie, cepun RS801, npoussomurens Actpa3enexa IOK Jlumuren, Beaukobprtanms/
Silk Road Business Park, Macclesfield, Cheshire, SK10 2NA, United Kingdom' BRUICDKIBACT
cnbiTaus TpeSosanmii 11 NO13307/01-270811 wam. No [-9; no NPOBEPCHHBIM - TOKA3aTE/AM
KayecTra. :
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