B.Braun Medical SA
Produits pharmaceutigues
1023 Crissier
‘Switzerland

Brand name : Tetraspan 6% Manufacturing
Toprosa nazsa: TETPACIIAH 6% authorizaiion No:

Material number : FE60353
Homep marepiany

Imporiing countries Ukraine
Kpaiwa-manoprep Yxpaina

Slreng

Homep muensii #a
BHPOBHULITRO
Batch number :
Howmep cepii

Product Licence No
Howmep
peccTpaniitnoro
NOCBIAYEHHA

th / potency : Poly(O-2-hydroxyethyl)starch 6% Manufacturing date :

Crsia { aRTHBRICTS Honi{O-2-riapoxcueTun)kpoxmant 6% Hara rupobuuirrpa
P@gﬂg@g@ggzeand. iype | Contamers 500 ML x 10 EXWW date :
THI 1 PO3MIp YIAKOBKY Konreitnepu no 560 ma x 10 Tepmiu npunarnoct

Dosage form : SOLUTION FOR INFUSION Release date:
Popua BUITYCKY Pozuun aas tdysii Aara punycky:

Product licence holder . B.Braun Melsungen AG, Manufacturing siie :
Bracmuk peecrpauifivoro  Carl-Braun-Strasse 1, 34212 Bupo6uuk
MOCBIMEHHSN Meisungen, Germany

b.bpays Menpsynren AT,

Kapn-bpayu-Llrpacce 1, 34212

Menssyuren, HiMeuunua

Rﬁimg@d quamity : 6 370 containers GMP certificate No

637
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6 370 xowuretinepis Homep ceprudikary

Crienugiranis

'Chamciemsiw
_____Xaam*emmm -
Appe&rame (wsual%y‘}

O (3i3yansno)

Extractable volume (Ph. Eur. 2.9.17)

6 em, s
Identification:

Lnewrndixauis;

Hydroxyethyl starch (TP 593)

Minpoxcuernnxpoxmans (TP 593)

Sodium (TP 303)
Harpiit (TP 303)

P@msmum {TP 304)
Kaniti (TP 304)

Calcium (TP 326)
Kansuiit (TP 326)

Reguirement
_ Bumorsu

10 suraraerves (Ph. Eur. 2.9.17)

221847651

UA/9875/01/02

2022-05-05

04.2025

24.05.2022

B. Braun Medical SA,
Route de Sorge 9, 1023
Crisster, Switzerland
B.Bpayn Meaukan CA,

Poyre ne Copre 9, 1023
Kpucse, mgmﬁapm

20-0274

Result
__ Pesymvrar

light opalescent solution, practically free from
particles

CBIT/IMI ONIaneCuenTHII POSUMH, APAKTHYHO BIbHUI
Bl MEXAHIYHAX YaCTOK

500 mi polyethylene container
2 102 % of nominal volume;

500 M nonieTHneHOBNUI KOHTEHRHED
> 102 % Big HomiHanbHOTO 06 emy;

brown-violet coloration appears when iodine solution
s added

YTBOPCHHA KOPHUREBO-(ioNieTOBOrO 3a6apBieH

npy JOAABAHHI PO3UMKY HOLY

the 1dentity is given by the specific assay
AK 3a3Ha4eto v posminl « KinbKicHe BHIHAYSHEA Y

the identity 1s given by the specific assay

AK 3a3Ha4YeHo ¥ posain « KinbKiCHe sHIHAYEHHA

the identity is given by the specific assay

AK 3a3HaUCHO Y po3aini «KinbKicHe BUIHAUCHHAN

complies

BignoBinac

BIANOBIKAC

passes {est
BIAFIOBIAAE

passes test
BIANOBIAAE

j-"assﬁs test

B Hﬁqﬁﬁﬁ ﬁﬂ&f

passes test
BIANOBIAAC
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Chamcwmuc
» ..__Xa CTEPUCTHKH

Calcium (TP 326)

B.Braun Medical SA
Produits phafmaceunques
Route de Soige 9,

1023 Crissier

Switzerland

Bm‘nd name
Topmaa Ha3Ba:

Maﬁemﬂ numb@r :

Magnesium (TP 327)
Margiti (TP 327)

Ch ﬁrlﬁa(.'?i‘? 306}
Xnopun (TP 306)

Acetate (TP 608)
Augrar (TP 608)
Maar (TP 608)

Purity tests:

Bunpobynanus ancror:
pH-value (Ph, Eur. 2.2.3)

PH (Ph, Eur, 2.2.3)

Degree of colouration of solution
(Ph. Eur. 2.2.2)

C'a"ymm sabaprrenns posuuny
(Ph. Eur. 2.2.2)

Clarity and degree of opalescense
(Ph.

Tlposopicrs 1 crynine onanecuenii

(Ph. Bur. 2.2.1)
Average molecular weight Mw (TP 672)

3uavenns cepesHsol MOJIEKY IAPHOT
MacCH (’T P 672)

'{Ph f ur 2g 1.9)_

2| M’“W M (F“’-_h,. Eur-, 29 19

Parucles > 25 pm per ml
(Ph. Bur. 2.9.19)
Mexanivul BRIIOYSHHY

> 25 mxm/un (Ph. Eur. 2.9.19)

Microbiological tests:

Mixpobiosoriuui moxaznmku:
Bacterial endotoxins (Ph. Eur. 2.6.14)
bakrepiansi ¢HAOTOKCHHH

(Ph. Eur. 2.6.14)
*Stea‘i'i‘?ty {Ph -Em 2 6 l ')?

Kigngiene susuasyeans:
Sodium (TP 303)

H a'rpi“'ffi‘ (T‘P‘ 3‘03}

Kaﬂm . (TP 304).

Kambujit (TP 326)

ne Giswe 0.25 M

e e
TETPACIIAH 6%
FE60353 Batch number :

Homep cepii

""""""" i e i g pe s -

Reqmmmwt
~Bumoru
the tdemnty is gwen b}f ihe 3pemﬁc Esfsssay

K 3a3HaueHo y posain «KinbkicHe BU3HaYCHHAY
the identity is given by the specific assay
K 3a3HAYCHO ¥ posaiat «KinbKicHS BUIHAYHCHHAR

the identity is given by the specific assay
K 383HAYCHO Y posaim « KiabKICHE BH3HAUSHHAY

the identily is given by the specific assay
K 3a3Ha4eHo v posgun «KinbkicHe BHIHAYCHIY

not more intensely coloured than reference solution
B8

3adapBACHHS HE NOBHHHO NEPEBHIIYBATH
'3&'6apweam@mﬁ(}m{@m pﬁmmy 88

or _.;._.‘9_’ 6 NTU

He 0Ll oftanecuen TN 3a pedepentHuit posvun
abo < 6 HEM |

115 000-145 600 Dalton

HanuTon

< 2J particles/ml

< 25 yacrok/mn

< 3 particles/ml
< 3 qacToK/MA

<0.25 1U/ml |
.

must be sterile

I0BHHEH BYTH CTEpUALHUM

133.0-147.0 mmol/l
MMORL/
3.80-4.20 mmol/l

U

221847651

Resu&

- Pﬁz AbTAT

passes test
BIANOBIAGE

passes test
BLAIOBIRAC

passes test
pigrosigac

passes test
BiANOBINAC

BiATIOBIAAC
complies
BIANOBIAAE

[ HEM

HanwTon

0 particles/m

YACTOK/ME

0 particles/m|
YACTOK/ M

ME/mn

Blﬂﬂ@ﬁlﬂﬂe

140,1 mmol/l
MMOJIb/ )]

3.97 mmol/i
MMORL/ 51

2.53 mmol/l
MMOJEL 1
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B.Braun Medical SA
Produits pharmaceutiques
Route de Sorge 9,

1023 Crissier

Switzerland

. mTeﬁr&ébaé‘% L
TETPACIHAH 6%

FE60353

Brand name :
Toprosa Hazea;
Material number -
Characteristic
RapakrepucTHky
Magnesiuim (TP 327)
Maruiii (TP'327)
Chioride (TP 306)
Xaopun (TP 306)
Acetate (TP 608)
Auerar (TP 608)
Malate (TP 608)
Masxar (TP 608} | MMOJB/ I
Hydroxyethy! starch (TP 593) 57.0-63.0 g/
Fiapoxenerunxpoxmams {TP 593) r/n

O b g A A A B N el B A A N T b N G N E TR 2 T B x T E i L N ik bk b R e Xk S E T4 Tt b h e
........................ Tror " al - - - p—

0.95-1.05 mmol/
MMOJib/ i
112.1-123.9 mmolA
MMOJIb/ )T

MMOJIb/ ]

Certification statement

Baich number - 221847651

P

T T T LI A T o ArTETaL R L

Result

1.0l mmol/
MMOL/ 1
119.2 mmol
23.9 mmol
MMOJTB/J1

S 07 mmol/i
MMONL/

P/n

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including

packaging /labelling and quality control at the above-mentioned site in full comp

local Regulatory Authority and with the specifications in the Marketing Authoris

liance with the GMP requirements of the
ation of the importing country.The baich

processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

__Peaymstar

Hum s nigrsepiokyio, 410 BumeHaBesesa in dopmatiis npasunbHa 1 touna, s cepis npoayxuif Gyna supobicma,

BKAOYAIONM NIAKYBHHA/MAPKYBABHA | KOHTPONL SKOCTI, HA BUINE3A3HAUCHIN AUBHUL Yy FOBHIA BIANOBIAHOCTI AG BUMOI
GMP wicuesoro peryasroproro oprauy i cncumdikaniil peecrpanifinol pokymenrauii kpainu-iMnioprepa. _
Bupobuuirso, nakysaHusn/MapkyBaHua | aHanis cepil 6y neperaanyTi | BU3HAHI TAKHMH, 110 pianosigaots GMP.

& Braun Medical AG
Quality Control

Rie de Sorge 9
CH-1023 Crissler
Switzerland

***End of Certificate™**
Kineus ceprudixary

b.bpayn Mesurxan CA

Braun Medical SA
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