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Ref: 3809/DR/NDA-10/2020

. INDIA
REGISTRATION OF PHARMACEUTICAL PRODUCT

We are pleased to inform you that, the drug below for which you had applied for registration in
nganda has been apprwed

N _murnmm mt i) | FORM
: NUMBER | |
W46 NDASMALHDPSSE (URELDHE  [CALCIUM-4-METHIYL-2 OW0-WALERATE + CALCILEY-3-METHYL-2 10IMG + B6MG = FaLH E=34%4m,
L5 ICIH:CP BUTYRATE » CALTTUM-Z- OX0-3-PHENYL PROPIONATE + &EMG + G7MG COATED ALLALL

| ACALCTURM- 3-METHYL-2 DR0-WALERATE + CALCIUM-DI-2 5MG + 10SMG +  [TABLETE  BLISTER
(HYDROKY (4 METHYLTHIO] BUTYRATE + L-LVSINE ACETATE +  $IMG + J0MG = PALK
L-THREONINE + L-HISTIOINE + L-TVROSINE - L-THYPTORHAN  30MG + 2IMG
+ TOTAL KITROGEN CONTENT = TOTAL CALCTUM +3EMG 0.056 |

Please note that to maintain this product on the register you will be required to pay annual
retentlon fees as prescribed In the Statutory Instruments 2014 No. 31,

. Other products manufactured by your company, including products of the same name
manufactured in a different place from that applied fnr may not be imported into Uganda unless
specially approved by the National Drug Authority.

Registration of a drug does not exempt the applicant and/or manufacturer or his agent from any
ather enforceable laws of Uganda or International laws or conventions more especially the patent |
rights, trade marks etc.

Continuous monitering of your preducts in Uganda for compliance to guality standards shall be
conducted. Any change in the information submitted to the National Drug Authority for the
purpase of registration must be notified to the Authority within 30 days of the change, at a
prescribed fee.

Your authorlsed agent In Uganda will ba held responsible for all technical aspects of the product(s)
marketed in Uganda, including but not exclusively:
# Obligation to notify changes in the product, including labelling, package insert information etc.
% Motification of any changes in the product information with regard to any newly identified
adverse or side effects, drug Interactions, warning etc.
onsibilities of any necessary product re-call on behalf of the manufacturer or applicant.
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Consider this date FORM 3 Regulation [4(1)

IFICATE FOR REGISTRATION OF HUMAN OR YETERINARY DRUGS,
RATION AND VACCINES OR OTHER IMMUNOLOGICAL PRODUCTS

NATIONAL DRUG POLICY AND AUTHORITY ACT, CAP 206
Kegulation 14{1) of The National Drig Policy and Authority (Regisiration) Regwlations,

Registration number; Expiry date of registration:
NDAMALHDPO216 &" September 2025
E or preparation: Human [ Veterinary []

1. Product information
I‘rcgmmry[n-ndrj name: URELOG
Creneric name (the International Nun[m:lpncmr}r name; for herbal ]:rl:ld.uc:t state botanical nn.'m-:]
Caleium-4-methyl-2 Oxe-valerate + Calelum-3-methyl-2 Oxo-buty rate + Calcinm-2- oxo-3-phenyl
propionate + Caleium-3-methyl-2 oxo-valerate + Calcium-di-2 hydroxy (4 methylthio) butyrate + L-
| Lysine acetate + L-Threonine + L-Histidine + L-Tyrosine + L-Tryptophan + Total Nitrogen content +
Tatal Calcium .
Dosage form: Film coated tablets | | Strength: 101mg + S6mg + 68mg + 6Tmyg + S9mg + 105mg +
| 53mg + 38mg + 30mg + 23mg +36mg 005z
Dcstnpunn an:ug or pm-[mmwu Capsule shaped yellow coloured fitm coated tablet
mm[n;um. category: Minerals and Amino acids
Indication: Prevention or freatment of deficiencies of the ¢b¢rﬂ_[whdlng Aming acids and vitamins

L. Approved manufacturer(s) information for the product

Production Name af manufacturer | Streef address of Site | Mamyficruring
Jiage — —

Complete Complete
manafactore | | manufacture ]

3 Product sheli-life
The approved shelf-life of this product when packaped and tabeled as detailed in the application and
modified in subsequent correspondence isasfollows. |

[ I'.:r;l-;.l‘u,-scrqmrm S&e{."—hfu Srorage conditiong
| 1* I[I*IE,, ALU/ALU BLISTER PACK | 24 months Da not store above 30'C
4. Restrictions on sabe or distribution of drug g
| [ Scheduled narcotic (] Prescripgju g\ (1] Pharmacy onty [] Over-the-counter (OTC)
| D Restricted prescription-only distihbe i I
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