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Legend:

"+" means combination product, both fixed-dose combination (co-formulated) and co-packaged product (i.e. co-blister)
[A+B] + C means A and B are in a fixed-dose formulation and C is co-packaged

""" refers to products approved by both WHO Prequalification Programme and US FDA

USFDAL - approved by USFDA; USFDA?2 - tentatively approved by USFDA

erapeutic Formulation and strength Applicant Manufacturing site Packaging Reference Date of PQ

Schering GmbH and Co PVC/Alu blister 3 x

RH  Ethinylestradiol+Levonorgestrel _?_g’éiquSO?g Coated Eﬁgﬁ%i%ging Produktions KG, Weimar, E\Z/érznz)tablets + RHO003 2009-May-26
Germany placebos)
BeivEr S RET Schering GmbH and Co
RH  Levonorgestrel Coated Tablets 30?g Phglrma AG 9 Produktions KG, Weimar, PVC/Alu blister 3 x 35 RHO002 2009-May-26
Germany
PE bag
. : : (manufactured from
RH  Levonorgestrel :?géag;iév\\l/\llti?hogtsmzerter) 2 Eﬁgﬁragcherlng Turku, Finland spunbonded PE film RHO17 2009-Sep-23
and a PET/PE film), 2

rods in one package



