-Heel

Biologische Heilmittel Heet GmbH

QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI

Baden-Baden, Germany

Product: BRONCHALIS-HEELS®, tablets Ne 50 in containers Nel
Ilpopyknin: BPOHXAJIC-XEEJIb, ra6aerxu Ne50 y koatefinepax Nel
Batch Ne: 01468 Batch quantity produced in total (packs): 13104
Homep cepii: 01468 Kinsxicts npoaykuil B cepil (ynaxosok): 13104
Manufacture Date 24/02/2023 Registration license number: UA/1932/01/01 validity period unlimited
Hara supofunnrea: 24/02/2023 Homep peccrTpaniiiHore nocsigueHHs: UA/1932/01/01 repmin ail neobmencemiit
Expiry date; 01/2028 Country of origin: Germany
TepMiH NPHAATHOCTI: 01/2028 Kpalua noxomxeHHs: Himeuuuna
Testing point / Specification / Results / Control methods/
Hoxasnuxy axocnii Cneyudiixauin Peapnemamu Memodu Konmponio
Description Round planar tabiets with facet. Corresponds QCM, It. L,visually
Omiic Kpyrai naocki Tabnerkn 3 dackoo, Bianosinae MK, n.1, Bisyansko
Odour Of kreosotum, sporadically odourless after storage. Of kreosotum QCM, 1t. 2, Ph. Eur. 2.3.4
3anax KpeoszoTy, B 0kpeMuX BHOAAKAX, Hican 30epiranus, 6e3 zanaxy. Kpeozoty MK, n.2, €sp.®0. 2.3.4
Average mass 298-304 mg, nominal weight: 301,5 mg. 301 mg QCM, It. 3, Ph, Eur, 2.9.5
Cepenun maca 298-304 mr, HoMiHaAbHA maca: 301,5 mr, 301 mr MK, 0.3, €Esp.D. 2.9.5
Uniformity of mass Must correspond to Ph. Eur., Corresponds QCM, It. 4, Ph. Eur. 2.9.5
OpuopignicTs Macy Mae signosigara €ep.d. Bianonsinae MK/, n.4, €sp.D.2.9.5
Colour White to yellow-white. White QCM, It. 5,visually
Koaip Bia 6inoro o AosTo-Ginoro. Binuil MK, n.5, Bisyasanuo
Disintegration time Max. 15 minutes. 1,42 minutes QCM, It. 6, Ph. Eur. 2.9.1
PoznapaHus Maxke. 15 XxBUIHH. 1,42 xBuAMH, MK, 0.6, €sp.d.2.9.1
Friability Max. 1,0 %. 0,3% QCM, It. 7, Ph. Eur. 2.9.7
Crupanicts Make. 1,0 %. 0,3 % MEKHA, n.7, €sp.®. 2.9.7
Hardness 30-70 N. 44N QCM, It. 8, Ph. Eur, 2.9.8
CriitxicTs 119 30-70 H. 44 H MK, .8, €ep.®, 2.9.8
PO3AABIIOBAHNS
Microbiological Ph. Eur. 5.1.4: QCM, It. 9, Ph. Eur,
contamination TAMC: max. 10? CFU/g, <10 CFU/g 2.6.12,2.6.13
TYMC: max. 102CFU/g. <10 CFU/g
Escherichia coli (in 1g ): not detectable, Corresponds
€ep. O, 5.1.4: i
MiskpoGiooriuna TAMC: maxe, 10°KYO/r, <10Kyor | pionnd Copd.
YHCTOTA TYMC: make. 102 KYO/r. <10 KYO/r T
Escherichia coli (8 1 r): nigeyThicTh, Biamosinac

BupoGruua pineuuus: Biosorime Xalmbmurreﬂb Xeem: FMGX, ,H,—p Pef,

Homep JiueH3ii Ha BHpoOHUITBO T4 kouTpoak akeeri: DE_BW_01_

packagmg and anaiyszs records were Jewewed and found to be in compliance Wit

¢ has been manufactured, including
iance with GMP requirements of the

Iusm 7 niomeeposicyio, uo nasedena suuge iHGopMayia ¢ cRpaglcHbLOIO I MouNo0, Cepi,q npenapamy fyna UzOMONENa, & HOMY
yneni ynakesana i nepegipena, & mMedcax Rpoyedypu Konwmponio Akocmi Ha 303Haveniil euwe eupobuuyili olnvhuyi ¢ nosnii
sidnoeionocmi 00 sumoz npasun Hanexcnol Bupotnuyuol Hpaxmuxu (GMP), scmaroenenix micygstear
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Bupotnuuoi Hpaxmuwu (GMP).
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