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Background Table

Pre-exposure prophylaxis (PrEP) with tenofovir disoproxil
fumarate (TDF)/emtricitabine (FTC) has been shown to reduce

. . e o o Tenofovir disproxil fumarate Emtricitabine
dramahcally 'I'he r|Sk Of HIV ach|S|tlon1-2. However, 'I'he Expiration Measured % of label claim Measured % of label claim
Na'l'ional Hea"'h service [NHS] in England has declined to Drug name Manufacture Lot No. date Supplier source amount in mg (300mg) amount in mg (200 mg)

« e . . e 1 o ge o Truvada Gilead 5595307D Nov-19 Imperial Healthcare NHS 300.1 100.0 201.2 100.6
commission PrEP, leading high-risk individuals to purchase Trust
o o I. o I " TENVIR-EM Cipla GGE0516 Feb-20 All Day Chemist 300.2 100.1 205.9 103.0
generlc versions on-line. our team al. Imperla Co ege RICOVIR-EM Mylan 3067417 Apr-20 Dynamix International 307.4 102.5 201.6 100.8
LondOn pI‘OVidEd fherdpeul'ic drug monitcring fOI‘ fenOfOVil‘ TENOF-EM H:—::?tts::-zre 31171625 Apr-20 Dynamix International 306.4 102.1 205.2 102.6
[TFV] and FTC in 2016-2017 fOI‘ 293 inclivicluals taking generic TENVIR-EM Cipla GG80516 Feb-20 Dynamix International 312.0 104.0 208.7 104.4
PrEP and repor,l,ed ,I,ha,l, plasma concentrations were a" RICOVIR-EM I_I"llla':;frr; 8074289 Feb-20 Dynamix International 288.7 96.2 196.4 99.2
3 TENOF-EM 31171625 Apr-20 Green Cross Pharmacy 313.2 104.4 207.2 103.6
above the target values:. More recently, concerns have Healthcare
o h h e o f o h Adco-Emtevir  adcock ingram Wo042494 Aug-19 Green Cross Pharmacy 301.6 100.5 207.0 103.5
arisen over II. e aulll entlcrlly o generlc PrEP purc ased TENVIR-EM Cipla GK80203 Mar-20 Green Cross Pharmacy 296.1 98.7 202.1 101.1
online- In the present StUdY, we Sdmpled generic PrEP from RICOVIR-EM Mylan 8074289 Feb-20 Green Cross Pharmacy 286.8 95.6 9197.8 98.9
o o Emtricitabine/T
mainstream brands and SUppllerS and measured TDF and FTC enofovir Mylan 1091973  not available IMPACT trial 299.2 99.7 198.3 99.2
M disoproxil
in the purChased tqblet form. TENVIR-EM Cipla GGE0516 Feb-20 In House Pharmacy 314.8 104.9 208.4 104.2
TENO-EM GPO We15110 Feb-20 Silom Pulse 305.0 101.7 205.4 102.7
RICOVIR-EM Mylan 3077012 Nowv-20 Silom Pulse 296.9 99.0 200.6 100.3
M eth ° d s TAVIN-EM Emcure E16HX18001 Dec-20 United Pharmacy 283.0 94.3 194.7 97.3
TENVIR-EM Cipla GGa0114 Dec-19 United Pharmacy 307.5 102.5 203.5 101.8

Generic PrEP tablets in sealed bottles of different brands and
from different SUPPIierS were PurChased from the internet Characteristic of PrEP samples. Supplier source of the generic PrEP samples was listed in alphabetic order.
through test purchases. Truvada for PrEP® from Gilead was
purchased from Imperial College Healthcare NHS Trust. The
brand and supplier of the generic PrEP samples were
blinded from the researcher carrying out the analysis. The
active pharmaceutical ingredient TDF and FTC was quantified
using a fully validated ultra-performance liquid
chromatography assay.

Figures

Results

* A total of 14 samples were obtained for analysis, including
Truvada™ from Gilead, PrEP used in the IMPACT trial* and
13 generic PrEP tablets obtained from Mylan, Cipla, Hetero
Healthcare, Emcure, ACICOCI( ingram and GPO [FigUI"E]. Bottle package of all the PrEP samples analysed in the study

* The suppliers were All Day Chemist, Dynamix
International, Green Cross Pharmacy, In House Pharmacy,
Silom Pulse and United Pharmacy (in alphabetic order).

* As summarised in the table, all the PrEP tablets contained
94.3% t0 104.9% of the 300 mg of TDF claimed on the label

and 97.3% to 104.4% of the 200 mg FTC claimed on the label. -

Truvada by Gilead

Ricovir-EM by Mylan

- Adco-Emtevir by adcock ingram

Grinding PrEP tablets (from IMPACT trial)

- using Pestle & Mortar
Conclusions 1 TENO-EM by GPO Cow v
All the PrEP tablets sampled in this study contained the gy Q
stated amount of TDF and FTC. We were able to confirm the ’ |
i TENOF-EM by Hetero Healthcare
stated content of the PrEP tablets from various manufactures

and suppliers. This study provides reassurance to the

community purchasing generic PrEP online and is a good TAVIN-EM by Emcure y >
example of a close collaboration between academics, A
clinicians, HIV charities and PrEP advocates. \ &
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