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wd  §9d M/s Biocon Biologics limited,Sy.No.172 Part, Gagillapur (V), Dundigal-
Gandimaisamma (M), Medchal-Malkajgiri, Telangana-500043 India ¥ fifdar Hi®
F.02(387)/RMSCL/PROCUREMENT/DRUG/LB/15/2023/1968  fasiies ~ 27-09-2023,  fe-iis
13.03.2024 @& dgq 3N Isophane Insulin Inj IP (30 % Soluble Insulin And 70 % Isophane
Insulin) Inj. 40 Tu/MI(R-Dna Origin)[279] @1 3mufci &q &% 3rds fhar war ar| @ Igas &
AR WX BH BT Sa AR 3yt B ¥g hy Imeer wHiE 7280 faHie 29.01.2024 SN fdhar
T o7 | _

T By A B urerHr H angfd @t wdr iy @ vy Sifde W 9 it el W W
e & 99 W@ v23rTr4020 H Impurities of molecular masses (4.27%), fuifRa w=m o afds ‘TI’&‘
Tl—é T Assay (Potency) 81.20%, (Limit -NLT 90% & NMT 110% of the stated number of [U of Insulin), #
apTas B @l Gif¥d fHar wan, St f Not of Standard Quality (Grossly Substandard) @l ot ¥

g

B BIRT JMURT Uk d¥l U Sad a9 Bl 3N vd g wrenll sfefae 1940 vd Rawiaen
1945 @ oed AR Pz AR, SEr gRT WweH MR R ol M A ®I S gRI Sird
?q W e W o ifd fEar ) sy Sl e grr sitg 7 e @ 99w
V23ITF4020 ! NUEESI Rard @ SR <dl # Soluble Insulin Human Content( 18.65%) (Specification of
IP- should be L+/-5 where L is the % of soluble insulin human stated on the label), Impurities of molecular
masses @1 HIAT 10.41% ol f& FuifRa am=m I aifde uig 18 a1 Assay (Potency) 81.5%, (Limit -NLT
90% & NMT 110% of the stated number of 1U of Insulin) # 3/ ®Ife &1 grar a1 S f& Not of
Standard Quality (Grossly Substandard) @1 oy 7 €|

oIy A gfieror sirEer ¥ SivfY @ d9 WwAT v23ITr4020 HE BIfS @ RUIE wra g8
R YRl B SRIRETS Ay @ dod fais 23.12.2025 F @1 TAT| W BT f&TiB 16.12.2025
&1 Hifew S &y yhdig & ford arawn f3ar war| v @ ik SuRera ufaffd o g war) wH
@1 AR ¥ SuRerd yfafAfe grr Rl Gewil & aHer @18 71ar dey wd el fear

RIS JNf uervr ygnrener g1 Sad N & IaT 49 @I Not of Standard Quality (Grossly
substandard) @ 1o ¥ s B @1 BMfdd fhar Tar & | B gRT enEe B @ siwfy smyfi
& g 7 o fb 3iufd gd ywe arnfl ififae 1940 v et 1945 & WraETHl Ud RIGTRIT
fefrea @ar foemy @) fagoly wid geegs & ol 4.6(1) & dgd Not of Standard Quality
(Grossly substandard) CHE A B
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fAfaer @ o W= Section (V)(3) Quality Testing UTd Section (VII)A)E) Quality Control
Deduction & Other Penalties @ 3R ffagrarar grr amufd @1 w18 aiwfr & dwer o
BIEEa JHUR T8l g oM uR fagsh el fewn-faden (Guidelines for Blacklisting/Debarring) &
gy § o e @Aie F.5/RMSC/QC/Test/2018-19/952 f=Ties 28 /08 /2018 & Tilol 4.6(1) &
IR HTaE fRd S &1 waue | fasly deel feen—fde & ddfsr W 4.6(1) FETgER
B

4.6(1) (Grossly substandard-If any batch of a particular item supplied under a tender tenure by the
supplier is declared as Not of Standard Quality by an empanelled lab or Govt. Lab which falls in
grossly substandard category and such failure is further confirmed by another empanelled lab / Govt.
Lab, then the product shall be liable for debarring for a period of not Less than one (1) years.)

ara: fAfagr & wrd Hwar Section (V)(3) Quality: Testing Ud Section (VII)(A)(E) Quality Control
Deduction & Other Penalties @& Scoigd & il &1 & @rvl st wddl faen el (Guidelines
for Blacklisting/Debarring) @ dw=T § S f1der H#id F.S/RMSC/QC/Test/2018-19/952 fasis
28,/08,/2018 & deifel 4.6(1) & dad f1rd & remaars Affd @l dod Qe 23.12.2025 1
g @ 3R e fwfar wd A¥™ Biocon Biologics limited,Sy.No.172  Part,Gagillapur
(V).Dundigal- Gandimaisamma (M), Medchal-Malkajgiri, Telangana-500043 India @ afl5fer
Isophane Insulin Inj IP (30 % Soluble Insulin And 70 % Isophane Insulin) Inj. 40 [u/MI(R-Dna
Origin)[279] & ford @8 ameer o & @) fafr & 02 a¥ (24 Month) & fog fAafdia (Debar)
fasar e € Ud B @l Sad d9 9199 (Return) ford S 2q FdRa far Girar 2

39 ARy & qd F ot fbd M Ay /wy @ s arar yfawenfid (Replacement) WA
3Sfey, S ToTaT @ AHHl & AT UTg TS 8, UR BIg Yfddyer yurd “iEl €|
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