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Product;
Tpoaykuisi:.

Batch Ne:

‘Howmsp cepiit
Manufacturé Date
Nars supobumirea;
Expiry.date:

Tepnin NpUAITHOCTI:

nHe'éi: |

Bistogische Heilmittel Hecl GiibH

QUALITY CERTIFICATE / CEPTUOIKAT HKOCTI

'_ zEEL@Tiiablets Xe 50 in containers

02008
02008
02/05/2023
42/05/2023
0412028

Bl Country of origin:
04/2028

Kpatua noxepwenst.

Homep pem*rpamnﬁﬁru noeBiAveHHSET

Batch quaiitity produced T fotal (packs)i 6793
Kinpxicrs npoayruil 8 cepil (ynagossigr 6793
Registration license number:

Raden:Baden, Gerniany

UAN020/62/61 valiéit:f perlﬁé unlimited.

GErmany

Himeuutna

UAD020/02/01 TEpMiﬁ Al neobmemennii

Ie.sfi::ﬁ:min:f
Hoiciznuru aroced

Specification/
Ciet, uifrKe f;'z

Resulls ¢ z;fs £
P35 !J.?! b mam:e

~Coniral msdions/
Menmoou konmpog _

1 Description
1 Omse

| -'; ';Rennd pl;-maz* tablets w;th facet.
: -'I{’;}yrm moeri TaGaeTRH 3 Packoio.

Cﬂrreﬁ;p{mds
Binnosinac

QCM, It Lvisually
- MK#, n1, sisyaasne

| Odour
| 3anax

Odountless.
| Bessamaxy.

{Lorresponds
ﬂ!ﬂﬂﬂﬂlﬂaﬂ

QCM, it. 2, Ph. Eur. 234
M, 12, €p.@; 234

| Lolour

Koip

CWhite: 1o vaiiﬁw-white {:oiam field 1Al- H&E

| Big6liore 26 HoBTe-HIN0re, WAz Keavopis
T EAL« 1AZ,

B, mikais KeasopiE

Witte, colour field 1A1

1AL

QCM, 1.3, visually,
‘pocketencytlopedia of colours
Muster-Schinidt

MK, .3, BiZyaABHO,
WHIBCHEROBR SHEHKIONeRis
wonvopis Muster-Sehmide

-Average mass
Cepennn Maca

| 298-304 mg, nominal mass: 301,5 mg,
1298304 mr, HomiansHa maca: 3015 mr.

30img
B30I mr.

QCM, 1t. 4, Ph, Ear-2.9.5
MK, 1.4, €8p.aD. 2.9.5

Liniformity of mass
Onaopiigicrs Macu

| i Must correspond to Ph.Eur.
1 Mae sigrosigaTn €ep.d,.

Corresponds
annﬁlﬂﬁﬁ“

QUM, It. 5, Ph. Eur, 29.5

M, 1.5, €8p.0.2.9.5

Disintegration time
Posriapauns

‘Not more than 15 mimutes:
1 HeGipne 15 xsuaun,

1.30 mmﬂieb
130 xBunnH.

QCM, It 6, Ph. Eut, 2.9.]

MK, 1.6, €8p.$.2.9.1

- Friability
Crapanicns

‘Max. 1.0 %.
1 Maxe. 1. {i‘%*

0.6 %
£,6 %

QUM, &t 7, Ph. Bur. 2.9 7

MICH, 5.7, e, 2.9.7

Hardness
CCrifikicrs g0
-PEIIABNIOBAHHA

30-70N,
30-70°H.

39N
39H

'QCM .8, Phi Eur:2.9:8
| MKH, 5.8, Cop. @ 298

| Miﬁt@'b_ﬁ_ﬁ[egica}
- contamination

MixpoGioabria.
SHETOTA

Ph.Eur 5.1.4;

CTAMC:imax. 107 CFUg,

CTYMC max. 10 CF U/,

- Staphylococius aureus { in.1 g): absernce.
Pseudomonas geruginosa ( in1 g} absence.
- Eap. U, 5 1.4:

TAMGi M

smaxe 10PK¥O/m,
CEYMIC maxe, 100 KYO/r,

Sfaphyiﬂcaﬂi:us aurens (B 1 kY Bmcyﬁﬂﬂh

- Pserdomonas aeruginesa {8 1 Ousineyrdicrs, | pAl

<10 CFUig
< 10 CFU/e.
Corresponds

QCM, It. 9, Ph. Eur. 2.6.12,

2613
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Name /ITIB:
Signature / Higie:

Pasition / TTocaxar
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‘Date of release/ Jara sunycky cepil g ppogan: '

28.87.2023
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