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Iss‘prqpyfﬁi;!:oﬁd‘l Notmare than 1'5'f')fi'gpm . 4513'?$ppm

‘Feport: The Prodict complies it (b specification ofFGU10AS7-01
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CERTIFICATE GF ANALYSIS
QUALITY ASSURANCE

Biocon Limitad

Biocon Spedal Economic Zone
Plot Nos, 2,34 &5, Phase IV
Bommasandra-figani Link Read
Bommasandra Past

Bangglore 560 099, India

T +91 80 2808 2808

F +97 80 2852 3423

www.biocon.com

Prodact Name : BSSUGEN-R meuiy
Insulin Injection, soluble Pi.Eer. AR No. : 40000267331 Page:10f 2
, {(Humah, insulit, rDNA origin)
Batch No. © BF19005697 Packed quantity :12500 Packed Vials | Manufacturing Date : October 2019
Label Claim : 100 IUJ/ml Fill volume ;10 ml Expiry Date : September 2021 -
Human Insulin ~Bulk(rDNA origin) Batch No. : BS19003385
Ph. Eur. "Speciﬁi;aﬁons t Edifion):
TESTS OBSERVATIONS LIVATS
.. . 4. | A colorless lquid, free from turbidity and
Characterg A colorless él?md.’ free from furbidity foreign matter;qduring storage, traces ?f{ very
and Joreign matter, fine sediment may be deposited.
In the chromatograms obiained in the assay,
the position of the peak due to insulin in the
Identification Complies chromatogram obtained with the test solution
' corresponds to that of the principal peak
obtained with the reference solution.
pH 7.34 Between 6.90 and 7.80
Total Zinc 29.0 pg/100 IU of Insulin Not more than 40 |1 per 100 IUJ of Insulin
Impurities with molecular
masses greater than that of ,
Insulin(L mit of high moleculr 0.16% Not more than 2.0 %
weight proteins)
Reolated proteins
A21 Desamido Human Insulin 0.33% Not more than 5.0 %
Other related proteins 0.062% Not more than 6.0 %
Bacterial endotoxing**
Method 1:Gel clot method Complies .
Method 2: Kinetic turbidimetric ¢Befow Quantitation Level Less than 80 EU per 100 IU of Iosulin
method
s . Preparations for injection meet the
Sterility Complies rﬂiirements of steri]i‘cy.J
Assay by HPLC 106.2 TU/ml Between #0.0 IU per mL and 110.0 IUJ per mL
{Content of Human Insulin + (106.2 % (;ff_;abel claim) (Between 90.0 % and 110.0 % of the Label
A21 Desamido Human Insulin ) claim)

- REMARES: The sample complies with the above tests as per Ph. Bur. Specifications (7th Edition).
*Limit of Quantitation ; < 0.05 EU/100 [U.
**One International Unit ({U) of endotoxin is equal to one Endotoxin Unit (EUD.

Prepared by: m
Date :
VO

Clieéke;i by : ﬁg
Date: i 400

Approved by : WA
Bate : IRV .,
(Qurality Assm‘ance) ?'q(’ba\ \/" ‘
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: Biacon Limited

' Blacon Spedal Economic Zane
Plot Nos, 2,3,4 & 5, Phase iV
Bommasandra-Jigani Link Road
Bammasandra Post

: Rangalore 560 095, india

: ; - T +91 80 2808 2308

1 CERTIFICATE OF ANALYSIS F 191 80 2852 3423

‘ QUALITY ASSURANCE
www.hiocon.com

Product Name : INSUGEN-R: (regular)
Insulin Injection, soluble Ph.Eur. AR No, 140000267331 Page:2of 2
{Hluman insulin, rDNA origin)
Batch No. : BF19005637 Packed quantity :12500 Packed Vials | Manufacturing Date : October 2019
Label Claim : 100 IU/ml Fill volume ;10 mi Expiry Date : September 2021
Human Isulin —Bulk(rDNA origin) Batch No. : BS19003385

In-Fonse Sgeciﬁcation.ﬁ:

‘ TESTS OBSERVATIONS LINVITS
' Particulate Contamination Complies Should be free from visible foreign mafter and
: (Visible particulate) P particulate contamination.
' Extractable volume 103 m! Between 10.2 ml and 10.5 ml.
Between 0.225 % w/v and 0.275 % w/iv
- It 0.245%
m-Cresol content o8.0% g “b‘:]”‘;him) (Botween 90.0 % and 110.0 % of the label
' claim)
Particulate Contamination 22 Particles/container thl;E: Not more than 6000 particles/
(Sub visible particulate) 1 Particle/container container '

>25m: Not more than 600 particles/ container
None of the vials should contain any trace of
coloured solirtion.

REMARKS: The sample complies with the above tests as per In-House Specifications.
Storagé : Store in a refrigerator at temperature between 2°C and 8°C, Must not be allowed to freeze.

Seal integrity Complies

Pripiired by: R‘Q{ Chegléed by : (% Approviéd by ; R

Pate : A Date : 4 Dafe.: o
\—ﬁo\\wm N ’ i }‘ﬂﬁﬂﬁ? (Sﬁ;]jty-{&qsnranw) GJ L4 \’ ol k 10D
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iakij H-14fx CERTIFICATE OF ANALYSTIS

Peadust Nama and Erade WINSULIN-30/70 1001U 1OML VIAL - THAILAN

Frodigt Gode 403348 Inspaction Lot ba. | bentiafas{agr

Batch N, By 10080 Contral N sp{ipPreztiongg

Balch size F2358000 VIA. Mg, Date |oé.be2090

Relagsed Gy 4240000 VIA Expiry Date 3. 1230

SFG Balchifa, . 31?\151({01'5 [YCHSE36 [Y0319036 SBIfA004 Raleagsed.On 97.01.9020

PackSize LA ViaL Ritest Datg fea T

Market Row Specificatian Ne. ERsHhaa-01

il Test ! Specification: . __Resiit, , .

4 LDESGRIFTIONEY- A vihite susparsion which an sianding depositswhile sediment and leaves | A white:sosperislon which on standling dépesits white sédimant andleaves
VISUAL I a-colgurisss.or-alinost colourless supematant quid; the sediment s a colgurless supematant Byid; the dediment-s-readlly tesuspended by
OBSERVAHOMAND  |-readityresuspeided by-gently shaking, When examined under a- | genlly shaking, When-examiied. dodef & micicieope, the:paricles.arg
MICRESEOPY)  wmicrostope, sesit. ‘ :

“|the parlicles aira seen 10 be.md-shaped ciystals; he tajorty with a th ba-tod:shapesd crystats, the tajorify with-a maximum:dimarisign.gredfée
maimum dimenslans greater than 1 v but racely exceeding 50 pim, free than 131 but rarely-exceeding;6% in, free Jrom farge agaregates; -
) . | from large aqyregates.- . . orystals:ofalee 05 pri fo UB yrmeobsetyed: | .
2 | IDEREFIGATION (8§ The-mtentionding of the melar peat of samgle sofutisn A or sample The fetenllonrtme:of the-mafor:peak of sample spltfior A eorresponds o
HRLCY T ;pju&gsma Fomespends to that of e standard solutien, as obtalted in thatofthe Standard-solutian; as-stitdinedn the Assay,
ithe Assay. R .
T [ pHBy T lrotTe 7.25
| | POTENTIOMETRY: )

4 { VOLOME IN
CONTAINER(BY |
YOLUMETRICKETHO | Not less than 0.0 mL per vial 162 mt
o :

FOR 10itad; _ -
§|UMTEFHIEH  INMTIS% 0.0%
WOLEEULAR WEIGHT :

|PROTEINS.(BY HPLE)| .

§ | REEATED'RROTENS |
BYHPLC) -

A1 DESAMIBO  INetmersthan 5.0% 0.4 %

NSULIN: : . . .
Froval DER ‘rbiatgreater than 8.0 % 1.8%
HiMPORTIER . .

7 | SOENBLE SULIN Safibls.fosvin contsntshiould:be within 25 % 1o 35 % 25 %
HUMAMN. CONTENT .

LB HPLE) 13 _ _ _

5 [ ASEAY (BY-HPLE)  FNLT95.0% and NMT 105.0.% of the stafed potency. 1003 %

o |PROfAMINE -~ |Helwesn 024 mg/ml lo:42 mglml. G.28mgfmb.
SULPHATESBYHPLC]

17} m-CRESAL CONFENT | Betwesar 1,28 mg/il 4o 1,92 molml 1 A mylal,
HEY HRLE) ! _

1] PHENOL CONTENT  FRatwen D:5ZmgimL: to 8.78 mglal 0.58 myfinl.

B 1112 A S - . _ .

{3 BACTERIAL . I Notmoriathan 80 HSP Endafoxing Lnits per-108-USP fasullp Human < 40 EU 1100 IEF

ENCOTOXNS(BY s, : _ .
jesLolon e .

T3} STERILITY (8Y [Hu-evideneaaf misroblakgrowith, Steriler
FILTRATIEN

14 ZING — fo:02- 064y every 100.USP Insuir Human Jnlls. 0.0% g forsach- 100 USP Insuli Human Ui,

[ BETERRINATION (BY _
[ATOME ’
I AESORETION

SPECTRCECOPYY

Refrarks:Complies4s pet Specificalion. o o ) _ , : ‘ '
Pack, Datalis: 10 k. stspenslon filedn @ glsss vial wit ikber stoppér and darkbiown.coladrad fiip dif-seal. Viatls pasted with printedlabel. t il vial packed T plinted Gartanwith.
Teraturernserd, C '

Raviewed by + Marish Garalkac
Analylicat QA Head QA. .
Datg +31.04,2020 Date 34042020,
10 Address  Wockhardt Towers, Bandra Kutia Comples, Bandta (East), Mumbai, 40008t ndiae
Phona »+01-72:2650:4444 , Fax ; +03-02-2659 4342 Carporate Website < v wwirckhacel conr: Emak Wockhardt.ena@Waekhardt cdm
Slle Address : Wagkhardt Limited, Weckhardt Siotech Park FI42M.10.C., Walu] Ayrangabat: 4311368 Mahemshira Sixte, Inda
Tiel +94 240.6626444 Fax: 49120, 5604333 Emaﬂ:ﬁl@TEcHﬂA@meKHAam.ﬁOM‘ ' )
Printgd by:: Shiftant Bursds 3%.04:2020 f 16:43;15™" This-ls alsctonicafly signed, Syslein-generated Cerlificale Of Analysls*

Compledby + YOBESHIANGARE ApFOTELY. + Shakant Borade
Head GG ' ‘

Date 330412020
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INSUGEN R 5 x Vial @  68.00 340.00
Winsulin - 30/70 Vial 1,300 x Vial @  61.50 79,950.00
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ED 1023000 AMOXICILLIN S00MG+POTASSIUM 5 18 50x100 TAB 300.00  15,000.00 428/50 TAB  300.00
CLAVULANATE 125 MG TAB
ED 1411030 REGULAR INSULIN 10 ML 0 7 5 VIAL 68.00 380.00 310.30/VIAL  68.00
ED 1111060 MIXTARD 30/70 10 ML 50 650 1,300 VIAL 6150  79,950.00 31030/ VIAL  61.50
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1 |Amoxicillin+Clavulanic acid tab{fusudla Tu 1 1dia Yssnaue 50 | naes
Amoxicillin 500 mg+
Clavulanic acid 125 mg
UITqUE naBsaz 100 Ui

2 {Mixtard vial (soluble insulin 30%-+isophane insulin 70%;] 1,300 | vial
100 iu/ml in 10 ml

3 |Rlvial Insulin human 100 w/mt in 10 ml 5 gl
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