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BHUCHOBOK
PO AKICTH BBE3EHOre B YKpainy JIKapChKOro 3aco0y
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CHACKYHPEJIL

(H&HMBE}?E&HHH mzapcm{om 2ac00Y 3rizano 3 p&EET‘pHHiHHHM nﬂcmﬂf;eﬂ}mm)
TabaeTKy, 1o SO rabierok y Konrelinepi noainponizedopomy; 1o 1 xonreitnepy B kopodui
3 KAPTOHY

d]ﬂpM”l BUITYCKY, JO3YBAHHA, BIL HAKYBAHESN JIKAPCEKOTO 3&0{}6};}
Howmep peecrpaniitnoro mocsimuenna UA/T1194/02/01 erpox i peectpanitinoro tocsimsenas 01.01.2099
Cepis aikapcsroro sacody Ne 98105 KinsxicTs BResenoro mikapcskoro sacody 3200

Burpobiik Bionoriie Xamemitrens Xeens IM6X, Hivewayna
{HaHMEHYBAHHA BHPODHUKE Hikapeskoro 3acoby, kpaind H{}mn}KEHHﬁ)

Baeseno B Yxpainy ‘Topapucreo 3 oomexenolo Biznosinansnicro "KACKAL
MEJIKAJ PETTOHH", inenr. won: 35757357
{HABMEHYBAHHA T2 KO 34 €,HPI10"S’ sopuANYHOT. 0co0H 260 npisBume; iM's, TT0. 5&1‘53:931

Biisnuizo! 6cobr - manpUeML, 11 MICKE TIPOIKEBARHA Ta. peeCTpattinail nomep obikoso!
KapTKH NNATHUKA TOAaTKIB 200 copis Ta HoMep NacnopTa).

Tporoxonx sizvansuoro kowrpomo sin §2.12.2022 N 3175/15.

3a pesynmbTETAaMH  FEPKABHOTO KOHTPONIO BCTAHOBNEHO, 0 JHKAPCRKMIT 3aci6 BBeseHo B Ykpainy 3

ZI{OTPHM&HHHM BREMOT saﬁoxmﬂaﬁ{:’ma OO 340e3 ey eHHS AKOCT] IKaDCEKUK 38c001B.
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QUALITY CERTIFICATE / CEPTH®IKAT SKOCTI

Product: SPASCUPREEL®, tablets M 50 in containers
- Hponyseyis; CHACKYIIPEND, tabnercu No 50 y wowreliepax

Batch Ne: D8I05 Batch quantity produced in total (packsy 6517
Homep cepiis 98105 Kinuxicrs npofyicuil B cepil (FrakosoK): 6517
Manufacture Date 07.04.2022 . Registration license number: UA/LL194/02/01 validity period untimited
Akara pupobunnrear 07042022 Honep pecerpaniiinoro. nocsizuesnm: UAZ11194/62/01 eprin ai¥ neoBresweniai
Expiry dates 032027 Country of srigin: Germany
Tepuin npHASTHOCH: 032027 © Kpalua mexoixeniss Histeudirkig

Testinie point/ . Specification; Resultss Canitrol mﬂkﬂg&/
Hokmmriararoesi Crgritidhixaniy i Peavavmany. | Memodn toumpome

Drscription Round planar tablets with facet, Corresponds QUM, 1t. I, visually
LHime b Kpvrni naecki rabicrsn 3 bickow, Bignopinae MG, n.1, Bisyassiio
Odour - | Odourless. . Cotresponds QUM, It 2, Ph.Bur, 2.3.4
Zanax 1 Bezdanaxy. BinnoBinae MES, ﬁ;z;i%:ﬁp.ﬁx--z;'s;ei'
Average weight - 2938-304-mg, viominal weight: 3015 myg, 302 mig. QUM IL 3, Ph. Bur, 295
| Cepenns ssaca. AOB-304 My, noMinansua saca: 3018 pir. 302 mr. L MKH, w3, €ap.. 205
Uniformity of the mass 8ust comespond to. Ph. Bur. Corresponds QUM, It, 4, Ph. Eur. 2,9.5
L Oadopinniers Macic Mg pianosinarn Cop.d. - Bignositae | MKH, 04, €ap.0.2.95
Colotr White to yellow-white, sporadicaily yellow-broven points. White, sporadically QUM It 5, visually
. may ot ) ) | yellowbrown spots. o
Konip Bin dinzorp zzﬁ"}Hﬁn”m“#-'ﬁfstﬂm,-,'.'ﬁm:;_m'ﬁni_'mumﬁ-':m;ﬁmrmﬁii Bimnit - MESL NS sisyanbio
i BRPACCHI . Tlpueytai wopro- |
| Wopuyiiest
— N | b BWpANNCHIS 1 N o
Drigintegration time - Max: 15 minutes, 1,67 minutes QEM; It 6, Ph. Bur. 2.9.1
Polnfjannn Base, 15 xuirini, e 167xBrmg ML 6, Candi29.4
Friability | Max: 1,0 %, 0,4 % QUM, 1t 7, Ph, Eur. 2.97
- Cinpasiers Maxe. 1,0 %. | 94 % wLLMES, 0, €apab, 2,07
i Hardness. - 30-70.N, 30N QUM I3, Ph Eur. 2.9.8
1 Crificrs an- 30270 ¥, S0H MES, ng; Cap.ay, 2.9.8
. penimBivRanuy R | | | | e i o
Microbiotogical | Ph Eur, 5.1.4 QUM It. 9, Ph. Eur, 2.6,12,
contariination TAMC max. 16° CFU/g, <10 CFU/ 25613
i TYMC:max. 10 CF /g, <I0CFU/s
| Esoherichia colj {in | g} absenice. Corresponds
Migpobionoriuna vietora | €apah, 5,14 n | T S
| TAMC saxe. TOKYO/;
TYMC sare, ITKYO/,
Escherichin coli {8 1 1) sigévruicyn,

e, | MESL 09, Copb. 26,15,
| 2613

Site of manufacture: Biologische Heflmittel Hee! GmbH, Dr.Reckesweg-Str. -4, 7653255
- Menufacturing and quality control licerise humbei: DE_BW 01 _MIA 2022 0090, HZ%
Bupobanya ginesi #: Bisiorime ';?i-aﬁn,hmifrrenu.'-X'émsfITMﬁXZ,-;EApZ-Peﬁéﬁéﬁmrp- w2

Homep siuensil 52 supebunnree ta KOHTpOI AKkoeTis Q’E;Bw;ﬁi;ﬁfiléh 2022 609 y

1 hereby confirm that. the above information is authentic and acenvare. This batch of prodict has been manufactured, including
packaging/labeling dnd guiality contrel at the above mentioned recognized -5;;?353}:‘ ¢ in filll compliance with GMP Teguirements of the loced
regulatory authority and with specification i the marketing danthorization of the importing country; The batch: processing, packaging amd
analysis records were reviewed and found to be s compliance with GHP.
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sidnosidnocHi o 'cr:erfmgxfmqﬂi; ﬁepﬁf&iﬁaﬂéﬁﬁx y. Hivgensii na -gf:ﬁdéﬁﬂ;‘f&iﬁﬁ kpats-isiopsepa 3 :ffﬁeﬁ;iqbikﬁ:;fmﬂu-.--;_g‘;‘;i_ #ﬁb&ymﬁf&; ;
riepedbunentst - Gin -6&@5&3;;313&;::& niRapeRking dacobis, Herysrenaitigin chocosno BUPOGHULINGS, NaAKYGIiiE :f*-a'ﬁ_t:af:;y ceplt. Gyan
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Name/IlIB: Verenu Wicland / Bepena Ben
Signature / Mignue: ] éQ

Position / Hocaza: Quaiity Control

o o Ouali MBS skocmi
Date of release / Jiava wunycky cepif n nponase:  10.70.2022 |
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