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M/s Sai Parenterals Ltd. (Formerly known as Sai Parenterals Pvt Ltd), DI &
D4, Phase-V. IDA, Jeedimetla, Hyderabad-500055, T.S. # ffder s
.02(352)/RMSCL/PROCUREMENT/DRUG/NIB-09/2022/1234  fadies  30-Apr-2022 &
Gcl S Heparin Sodium Inj 1P 5000 TUMI (IMAV Use)[174] @1 &Tqfef 2 <R g faar
Ul | eX e @ SER R BH B I Y G A &G HE ARA HAG
6449 Foeiias 14.02.2023, 794 faTid 03.05.2023, 2270 feTie 18.10.2023 WY 63 T4 |

Sad By Y @) uerr F Mg @ T MRy B Ui Sfde wva @ Wi el
ST e SN @ S v 23HE17 § BF gRT 9o B TS WA & GHlEel Assay Antifactor
la activity (68.55%), Assay Antifactor Xa (73.4%) activity Ud Identification —A, pH, 39 |=AT 23HE07 |
FH gIRI dold @) TS HIET ® HPHTE Assay Antifactor lla activity (78.05%), Assay Antifactor Xa
(81.25%) activity, Identification —A Ud pH, = & 23HE1 B wH eI FAH P "Tg qE B
‘;d}lﬁld Assay Antifactor la activity (37.65%), Assay Antifactor Xa (25.45%) activity, Identification A Tg

o1 3 s B @ U T o b ot b RuifRa Aeet @ orgar T8 8 o [ Not of
Standard Quality (Spurious or Adulterated) @ ooft § £ |

s @) RAE W B R USSRV B FJEHIHR AR B 90w fRAie 11.11.2025 |
Wl | B @ fRAfe 17.10.2025 B AIfEH SR @X gAAre @ ford g fear
wi @) sl <uferd IR @ g Tl v @ ek SuRera wfaffer gwrr wfafa
qawdl @ e plg FUT T28 URga el fhar |

srorelly aitafy udervr WIS ERT SN B $ad Ml §9 & Spurious or Adulterated
1 4ol i e B @ B fRY T ¥ W ERT SMMS Sife @ S smyfct @
T¢ 2o fr ol v e arnlt s 1940 vd FrIEmEEl 1945 @ WraEl Td
Yo fafear Sar i @) Rae ga) MEsosT @ dalid 4.8 U@ 11 (i) @ @8
Not of Standard Quality (Spurious or Adulterated) B 2ol # € ffaer & wd wer
16(2) Quality Testing /19(3) Quality Control Deduction and Other Penalties $ 3TN
Aifyarardr grr oyl @ ud el @ Jue o AES! FTER TE U WM W
Raols viasl) fRem-fdel (Guidelines for Blacklisting/Debarring) & e § SR fcer
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FHiG F.S/RMSC/QC/ Test/2018-19/952 21 28/08 /2018 & daiol 4.8 Wd 1 (i) ®
SR HAE R W BT e 2| st el fea-fde o @i d@r 48 vd
11 (i) SHL: FFATER 8-

4.8 In case, any sample (even one batch) is declared as Not of Standard Quality by an
empanelled lab or Govt. Lab which falls in Spurious or Adulterated catcgory and il
such failure is further confirmed by Govt. Lab during its entire shell lifc. the
Company shall be liable for debarring for a period of not less than 5 years. |

11(ii):-On the basis of quantitative analysis (Assay), the NOSQ drug shall be distinguished in the

following manner :-

—

Category of Active ingredient content (Assay)
NOSQ drugs
Thermo stable " Thermolabile i

Minor Upto 5% less than the prescribed lower | Above 70% to the hrcs-crihcd lower |

limit limit |
Grossly Below 5% of the prescribed lower limit to | 70% to 40% - ,
Substandard 50% !
Spurious Below 50% Below 40% ]
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