CONFORMITY CERTIFICATE/

- Product name:
- Hatissenyeanst npooygyii

i, - Bemania, oy, 75100 Olopers, S Erodor Ne 14,
(104

CLP E Wi
Nr Ne:

KAT BIAMOBIIHOCTI

CT-CHOLINE® solution for injection, 250 mg /mi, 4 mln
ampoule; 3 ampoules in a support; | support in cardboard
pack

T-XOIH® posuwe o in'exyii, 250 e, no 4 vae
sy, 1o 3 avmiu v Kounypiiii Hapynkosiil yRarosii; 1o
I koumypniii vapynxosiit ynaxosyt @ kapmounit navyi |

. Strenght/potency aw | mi solution Craad [ s
posuiny;

Choline alfoscerate (anhydrous equivalent} 250 mg
Xoainy arschocyepant (s nepepaxysanii na 6e36001y
pevoguny) 250 ze

Excipients
Honoxixcni pevocuiii.

Water for injections
Booda ozs i exyiti

Hoxep peccmpauitino2o noceioNes .

Country of manufacture: Romania
Hepacasa-supobuux, Pyatyuin
Registration certificate number: UA/20124/01/01

Potency/activity:
Cwra oivarkmusnicms:

| 250 mg/ml
C 250 waiama

Medicinal form:

Jikapcora hopara:

Size and type of packaging:
Poassip ma mun naxyeanns:

Solution for injection
Posw oag i exyit

4 ml in ampoule; 3 ampoules in a suppon 1 suppom in
cardboard pack

4 a3 6 avnyai, 1o 3 axmynu y koumypHil wapynkosit

yhakosyi; 1o 1 koumypniit napyurosiii ynaxosyi

Kapmowitiie nauii

Internal code

MAH

SangHioe

N 345615300
Buympitmiil k00
Importing country UKRAINE
Ivopm 0o xpainu: VEPATHA

SALUTARIS BOUTIQUE PHARMACEUTICAL, LLC
TOB "bDK "CAJIOTAPICT

Batch number:

Hama sarivaenns cmpory #puoamnocii:

- 2408691
Howep cepii: ;1
Quantity certified’ released: 29631
- Bacaieid cepmupiroeana/aUNYIYena KUKICHY
 Quantity for sale/distribution: 29600
- Kinvricmy oas npooaxcy’duempuoyiii; o
Date of production:
oo P 04,2024
Hama eupobuiaimsa:
Expiry date:
P1Fy 04.2028

Names, locations:
Hatixsenvemum, scye axooNeeni.

S.C. Rompharm Company S.R.L. Eroilor 1A, Otopeni,
Hfov, 075100, Romania - cladiri Rompharm 1 §i
iRompharm 2

T Pospapy Kosmani C. P ey Epoiiop Neld,
[Omanens, 075100, oxpye L whos, Pysiynis - Gydicas

970 (é{{ /V//y v ﬂ/ Berinier

Postpapse iLovgpapy 2

e







W32

Tol o (G23) 38048 40; 300 V7 B 00 17 41

Ted »4 (323 FEL S e pany 5.1 L. - Romania, oy, 75100 Otopeni, St Erallor Nr 1A,
Faw: 4 {021) 3504641, Emait office@rompharnn o CUL RO 14399846, RC: J2311321/2004

License numbers of all production sites and quality [P

contral sites: :

Hoxtiepu aiyensiit peix Olavnuns 3 supobuuymea ma
LRonnipo. o grocmi: . . . R
- GMP Certificate(s) No for the manufacturing and 02572021/R0, 026/202 17RO, 296/2022/C-565

centrol sites
- Cepmudpinamtuy GMP N na supotuuvux Oimsmsax
A KOUIMPO tio.

Certificate of analysis No./date attached: 18691 -10.05.2024
| Cepmudpiram anaizy J

Manufacturing X
Bupotmnmeo A
Primary packaging X
Stages confirmed llepaunne naxyeanns e
ameepdoceni npoyec Secondary packaging X

Bropunue nakysans
Product quality control
N e Konmpoas sxocimi npooykyit
Certification Statement: | hereby certify that the above information is true and accurate. This bateh of products is
manufactured (including packaging and labelling) and has undergone full quality control at the above production
site in full compliance with GMP requirements established by the local regulatory authority, as well as in
accordance with the Registration Dossier Specifications. Manu facturing, packaging and analysis protocols have
been verified and found to be GMP compliant,
3anea npo cepmuthivauio: L g 3aceiduyio, wo 3amanena suwye inghopyayia e docmoaipnow i mounon. Lin
cepist npodyriyil eucomosaena (Gruouars I yRaroaysanns na a fapryeains) i nposeoendi noguuii konmpous it
ARGENN HG 8UIeERA3aNIT QUPOBIINit: Qlnanyi 6 noeriti gidnogionocmi 2 suvoea GMP, yemanoasemuin
NHCHEBUN PE2YARMOPRIUN OP2UHOM, G MAKONC Y gidnosionocmi 3t Cneyudgbixayisan PEECpayitinose docee,
Hpomorom supobuuymea, YRAROGYGAUNA Md anaaizic OYAo Hepesipeno ma eemanosseno sionoeionicns GMP

Surname and position/title of the person who issued the | Cristina Mihai
permission to release the batch: t
Hpissunje, nocaoa ocobu, axa eudara doseit na QUIYCK
Signature:
Hionue:
Date of signature:
Hama nionucy:

Stamp:
Mewana:




g



