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CERTIFICATE OF ANALYSIS

[ TRIREXYPHENIDYL HOIL. ‘ (2610950 '
Product gCurremediﬁon S-SR ! Code N° 2610850 l Batch N° | 1510000298 |

..... e o e et o ,..J et inran e coune

Manu¢ . ol Retesting date | Explration date | i
anufacturing date [ Earft_ﬂim Feb 2020 {where applicable) E i f

{where applicable)

Analysis Number P1PF030302 : Limits
P Test ‘ Results M.U. § Min Max
Descripticn Slightly off-white, While, crystalline pocwder Slightiy off-while
S S crystaline powder ;
. §identiication T
s -IR ) | Conformis o Stendard Conforms to Standard
1k - Chlorides Reaction | Conforms : { Conforms
-HPLC | Riconforms to Standars Rt conforms ic Stendard
pH {1% wiv sol.) 8,1 52 6,2
Loss on drying 82 % 0.5
| Residug on ignition ] 0,1 G S i 0.1
Heavy melals <20 L ippm 20
‘Chioride centent R K R L T R DK 0.7
Specific Rotaiion : 470,06 R .5,10 +010 =
Assay (NaOF) S jogeT T T 1% dried |90 010

| Related Subiances TLG - N e . ; -
E TEach Impurity 5" 4% _ 0.5 o
! - Total impurilies i . 3.0
“Assay HPLC® 102,
| Retated Substances KPLS R _
r"p A [3-piperidyi crcproo*enme) <00z N % oo 05
| - Any oihar Impurity <002 — %4 _ 0,10
b gl 1 S th. <Fe - Y
L T ‘
- d(d.9) 78 - um ] o j 100 i
Packaging andstorage ' | Preserve in tight containers ]
This batch has been manufactured, packaged and testod In accordance with EU GMP Guideling Volume 4 Part it ( lOP Q7A}.
WManufacturing site of the Actlva Pharmaceutical Ingredient : OLON S.P.A. - GARBAGNATE MiL.se /
: i [ Date Edo1 Q.C. Managef, (Robeno Quagita}
i ] (s et b S T e e ] e
’ i j Reissued on dougs
] April 01,2015 : September 02,2015 | Reviewed by Quahfed Person
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