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M/s Maxwell Life sciences Pvt.Ltd., T-53 &T-81,M.1.D.C., Tarapur,

Boisar,Dist.Palghar-401506 ¥ ffaar #id F.02(359)/ RMSCL/ PROCUREMENT/ Drug/ NIB-13/
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Sad sy AT A wer T F oyl @ A iy & duw W MT445 9 MT346 B! 3 19

g Rl SRR 1940 UG FRIWEC 1945 @ ded Wy Frimor @R, g o M
T B SIS gRI g vY Torrg SRy wleror waTerrem @1 3 faar wa

STy SRy udiervr yavreer @ o @ SuRIa 99 Wwar MT445 H WH gRT Rld B
0 WEl B @TEe Primaquine @ AT 82.6% UTE TS, 47 AT MT346 # WH gRT I @ TR
WISl & H@Tael Primaquine @) AT 79.96% UTE TS S {6 FuiRa Al @ AR TEN ® @ Not
of Standard Quality (Grossly Substandard) @1 sioff ¥ g |

ol ARy weror wanTeTeT ¥ ol @ Ju W MT445 9 MT346 e @ife @ Ruid
g B U WSROl Y SR W @ do% faAie 26.10.2025 # v 1| BH BT AT
17102025 @) AT S B} GAAE B ford @R fRar war| v @ ok suRerd ufaffer @
i T | A ek Q1 guRerd wRIARY gRT wffty wewl & wwer B1g AT ey wea TE faa
T |

Yot ey wieror yanTeelr gRT Sdd W & Sad @9 @I Not of Standard Quality

(Grossly Substandard) @) /ol # amTeh Hife @1 BT fhar T B B gRT IS BIfe B
iy amuff @Y T R S b oitef vd e Wl AR 1940 v FrRrwrERl 1945 @ wrael
ud wroRer Rifbear Jar fmr @) Rgs Gedl TEsasT & el 46(2) TG 11 (i) @ T8 Not
of Standard Quality (Grossly Substandard) o1 goft 7 &

fAfaer @ wid W@ 16(2) Quality Testing /19(3) Quality Control Deduction and Other
Penalties & AR Ffdararar grr amgff @ 7E ofiwfd & JAver TR AHDT JTER TE U
W R fgel el fegm—faden (Guidelines for Blacklisting/Debarring) 3 gy ¥ N ey
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Categury nf Active _:pgredl'ent content (Assay)

< NOSQ drugs .

x b ;»-: . . Thermo stable : Thermolabile

Minor Upto 5% less than the prescnbed lower Above 70% to the prescribed lower

~ 1 lindit limit

Grossly Below 5%:of the prescrlbed lower 11m1t to | 70% to 40%
| Substaridard . 50% e ..

‘Spurious ¢ Below 50% ks Below 40%
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HHIG FS/RMSC/O.C/Test/ZOlB 197952 fai® 28 /08 /2018 B gara 4.6(2) W@ 11 (i) B AFER

Wﬁ%ﬁmﬁmm&mhﬁmﬁwﬁﬁm—ﬁﬁﬁiﬁmﬂ@TM( 2) UG 11 (i) B

4 6(2) Grosslx Lsubstandard If two or more’batcheé 'supried under a tender tenure by the supplicr is
déclarédtas Not-df Standard Quahty by an empanelled lab or Govt. Lab, which falls in grossly substandard
afid such failure-is further confirmed by Govt. Lab then. the Product shall be liable for debarring for a period

i

of not léss:than two {2) years. b . 3,5 i .

i
11(11) On the basis of quantltahve ana[ysis (Assay), the NOSQ drug shall be distinguished in the following
manner-- * w b
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