Appendix A: Certificates of analysis
Lactose Monohydrate Batch 018216

Document State: Effective
Effective Date: 15 Dec 2010 09:14:55 GMT +02:00 .
Document Number: _0260 Version: 5.0
Lactose Monohydrate
CHARACTERS
X Appearance A white or almost white, crystailine Co mplieo | Noljelea | (VBHM
Solubility Freely but slowly soluble in water, i , ]
insoluble in ethancl 96 %. Compliés | HNdifelka, HEM
Identification First identification: A,
Second identification: B
A. Infrared spectro) Ncditeke ; 74841
B. Thin layer chromdtgg ~ A
C.  Ared colour diwol : .4
X B._ Compies with g rater. prlee] Netelekz ), e
E. Near Infrar Sectr A N/ o
(Alternative Inv
Appearance of solution The solution is g . .
coloured the : Cherise; CvB
Acidity or Alkalinity Not paore § of 0.1 M sodium
b i to change the colour of
* ¢ k or red. o o.2m| | Cherie, Cyg
3 Specific optical rotation 55.99. +55. 5 Cherise ; Cv
Absorbance
Test solution (a): at 400nm *|_ NOtaiiieg. than 0.04, 0.0l Cherise. JCuh
& Test solution (b): at 210 - 2 Jot mc than 0.25. L0025 Chens |, Cafk
Test solution (c): at 270 - 3 o re than 0.07 o-08 C hadse 9 s
+¥- | Heavy metals ore than 5 ppm. LEFPm Lorﬁ—/(,uﬁ. Cese
#-| Water 4.5 % t0 5.5 %. 51 Nentekez M ENVL
4% | Sulphated ash Not more than 0.1 %. 201 @4 16, sl
Microbial limits
£ | TAMC Not more than 102CFU/g. <1008 \Wgameta, g
Escherichia coli (per gram) Absent. Abseat ﬂ/ym, 8, Y 1
Residual Solvents No class 1,2 or 3 solvents used during
(Supplier} production of material. , . coa
(Vendor Certificate Of Compliance required) | Complies
Particle Size 78 - 86 % is less than 75 pm £ Bl | Choriee.  Cubs
¥ (In-house) 98 % is less than 180 pm HE7 el Cherige L ruR
Bulk Density 0.707 to 0.879 g/mi
¥ (In house) O, 18lyy Cherige |, Cv B
. Quality Assurance to identify with * the tests to be performed.
. Tests marked with * to be performed by the Quality Control Laboratory.

. Tests not marked with * may be taken from the Certificate of Analysis,
. Any test not included on the Certificate of Analysis will be performed by the Quality Control Laboratory.
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Appendix A: Certificates of analysis

Document State: Effective

Effective Date: 15 Dec 2010 09:14:55 GMT +02 00

Document Number:
Title: 103310 - Lactose Monohydrate

Version: 5.0

Remarks/Comments

Quality Control Laboratory

APPROVED BY
QC Laboratory Manager

Date 2‘,%—

Status label
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Appendix A: Certificates of analysis

DMV-Fonterra Excipients ' : 39(0717 =
The ingredients of success ...

Certificate of analysis

Issue date Page 1/2
2011.02.28
Purchase order
306717

Delivery item
B0459613 000010
Order item

349801 00CQ1D
Total Quantity Item
17.000 KG

Material:

Pharmatose 200M

Monohydrate Lactose USP/NF,Ph.Eur.,JP

In multi layer paper bag with a poly-

ethylene innerbag contents 25 kg net. [NZ)]

Manufacturing site : Fonterra Limited, Kaponga, New Zealand

Product name : Pharmatose 200M

Conforms to USP/NF, Ph.Eur.,JP, Lactose monohydrate monograph, current

at time of manufacture.

Product description: A white or almost white, crystalline powder freely
but slowly soluble in water, practically insoluble
in ethanol

Residual sclvents

(CPMP/ICH/283/95) : No class 1,2,3 solvents are used during production
Identification . Complies with Pharmacopoeia when tested
Manuf.batch no. : BU240028 Manuf.date : 2010.09.24 Quantity: 17.000 KG
Supplier lot no.: BU240028 Expiry date: 2013.09.22
SPECIFICATION

Characteristic Unit Lower Upper value

Limit Limit
Water ( KF) % 4,5 5,5 5,2
Loss on drying % 0,5 0,1
Specific rotation 20 °C anhydr NON 54,4 55,9 55,3
Residue on ignition/Sulph.Ash % 0,10 « 0,10
Absorb.1% , lcm at 270-30C nm NON 0,07 0,01
Absorb.1% , lcm at 210-220 nm RO 0,25 0,03
hbsorb.10% , lcm at 400 nm NON 0,04 0,00
Appearance of Solution (Ph.Eur Passes test Passes test

Clear and not more
coloured than ref . BY7

Clarity and Colour of Solution Passes test Passes test
Clear and colourless

{This is an electronic document valid without signature)

ropyright: DHV.Fonlerva
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DMV -Fonterra Excipients
The ingredients of success

Appendix A: Certificates of analysis

Certificate of analysis

fssue date Page 2/2
2011.02.28
Purchase order
306717
Delivery item
80459613 000010
Order item
349801 0G0010
Total Quantity Item
17.000 KG
Manuf.batch no. : BU240028 Manuf.date : 2010.09.24 Quantity: 17.000 KG
Supplier lot no.: BU240028 Expiry date: 2013.09.22
SPECIFICATION
Characteristic Unit Lower Uppex Value
Limit Limit
or nearly colourless
Acidity (ml 0.1N NaOH/6 g} ml/6g 0,4 0,2
Heavy metals{max. 5 ppm} Passes test Passes test
Particle size (PSD) % <75 um % 78 B6 BS
Particle size (PSD) % <180 um % 98 100
Total aerobic microbial count cfufyg 100 10
Yeasts and moulds cfu/g 10 10
E.coli in 10 g negative negative
Salmonella in 100 g negative negative

[This is an electronic document valid without signature)

v DT Foprerre Excipilentt Oukl
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Appendix A: Certificates of analysis

Document State: Effective
Effective Date: 10 Aug 2010 08:54:51 GMT +02:00
Document Number: GNF_SF_MBL_0622 Version: 2.0
Title: Microbiological Investigation Record: Total Viable Aerobic Count &' Pathogens

Date Laboratory Number -
1263720
10 hve Lo 4<o|
Item nr Amend nr Batch nr
1633 (o 43 Loit 2k
Product Pack Number
Lok Mownp hudvote (Unit 2 ML
= <o \9 —-v% NV MT 00 chulg
‘ <10 Cfvd_a «\/ba NmT (00 (Lulg
Pro Yt M Mot
5
Microbiologist’s Signature: Date: _ 7 & APR 2011
Reviewed by: Date: 28 APR 2011
Materi Material r/jﬁtﬂ
Signature: M Signature: ‘5 \h
Date: 28 APR 201 Date:

Pagelof1l
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Lactose Monohydrate B021515

Appendix A: Certificates of analysis

Document State: Effective

Effective Date: 15 Dec 2010 09:14:55 GMT +02:00

Document Number:

0260

Version: 5.0

Title: Lactose Monohydrate
Item Name Lactose Monohydrate
Ttem Number | 103310 | Specification Amendment Number | 4432
Te be completed by Quality Assurance
Batch Number I BRoZiIslis l Number of samples | Ty
To be completed by Quality Control
Spedification amendment no. | ( u32 Analysis start date |, -y 2o
Worlhook reference | {44 14 i Git.. A9 pa062-0bs O | Analysis end date |5 sz
* | Test W Result Analyst name
& initials
"_lAppearance A white or almost white, crystalline powder. | __ " —
Solubility Freely but slowly soluble in water, 'r:ﬁactli:alll_i ] B i W T
insoluble in ethanol 96 %. Jerymles et
Identification First identification: A D Alkele
% Second identification: B, C, [, 2
A.  Infrared spectroniptoriietry: iz | S
B. Thin layer chromatography rall N
C. Ared colour dgvelips. WA NITY
Srrnhalt S ﬁit : 'miw: ........
(Alternative In-House) Nl N o
% Appearance of solution The solution is ci&iread riot more intensely Tkt
coloured than referencs solution BY,. e oy meddi@n D TN
Acidity or Alkalinity Not rmore than 0.4 m¥ of 0.1 M sodium L
hyditxide 15 tequified to change the colour of
the ilidicator o pink or red. 0. 2~ =AY
Specific optical rotation (& S0 55.9°. o _
Absorbance -

_Test solution (a}; at 400nm___ . ] ot miiee than 0.04. OO A
Test solution (b): at 210 - 220 tim| Mot me:e than 0.25. . L
Test solution (c): at 270 - 36C (Wit | Not fisre than 0.07 O.c o
Heavy metails Mt more than 5 ppm, <S ppr ceoh -

o | water 4.5 % 10 5.5 %, 4.y, | TEEE
Sulphated ash Not more than 0.1 %. coanot T
Microbial limits

£ | TAMC Not more than 102CFU/g. £ (0 Cfula

Mﬁf'll‘ LLL A

Escherichia coli (per gram}

Absent.

Mloxant™

Residual Solvents

No dass 1,2 or 3 solvents used during

MGI-':]\,((, .,MS o

Quality Assurance to identify with * the tests to be performed.

Tests marked with * to be performed by the

Quality Control Laboratory.

Tests not marked with * may be taken from the Certificate of Analysis.
Any test not included on the Certificate of Analysis will be performed by the Quality Control Laboratory.

(Supplier) production of material.
(Vendor Certificate Of Compliance required) | oo opescs =Y
r) . = 1 N -

% Ill’artlcle Size 78 - Sfi % is less Tan 75 pm ¢S ,_f“ff =~
(In-house) 98 % s less than 180 ym | G‘}\;M ,_rk»—":‘ =
Bulk Density 0.707 to 0.879 g/ml L Ty Jxzhon
(In house) 0.5 il T

—

Page 1 of 2
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Appendix A: Certificates of analysis

Document State: Effective
Effective Date: 15 Dec 2010 09:14:55 GMT +02:00
Document Number: 0260
Tite: 103310 - Lactose Monohydrate

Version: 5.0

Bofie )

Item Name Lactose Monohydrate
Item Number | 103310 | Specification Amendment Number | 4432
' Te be completed by Quality Assurance
Batch Number ] »o2)515 | Number of samples | 7.0
To be completed by Quatity Control T o
COA attached | 1] coa chedied by | SEZQUT > %’ao
I declare that all samples have been tested and results checked. Comments
Name Signature Date
QC Department check 1 T ey ZZ@%/J@'-’I& V&5 e 2o |
Name = Signature 1 Date
QC Department check 2 S cardhng I =BT € P11
Remarks/Comments ] o o ===
Quality Control Laboratory
APPROVED BY
QC Laboratory Marager
Sign/%,..", Date [9‘ DQ—C..?Q“ -
&
Te be completed by Quality Assurance e -
Special labeling < Expiry/ , Appreved/
1* Stage Unblocking by | Name | Signature Date
QA Department = o7 JWI:?'Q @ 19 e 22
_— APPROVED
S0i Ttan: Lacicss Mononydrais Crye! Fer EP fin Ed]
3N 103310 Oats;  jeDEC20M1 |
| Expiry Date: &-MAR-2014 *féj S
Potsfty:  No'Poterncy =
' - {«Ef’u \Xido lately ponval -
Name Signature Date
ey R0 20 e oo

Name : Sigemature Date

L Juhey Jﬁ’, 19 Dec. 20U
Additional labeling {for subsequent quarantine or reject purposes)
Reason Reason
QAsignature | | Date | QAsignature | | pate |
Quarantine label Reject label
Labels attached by Signature Date Labels attached by Signature Date
QA Department QA Department

Page 2 of 2
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DMV -Fonterra Excipients i
The ingredients of success

Appendix A: Certificates of analysis

Izcue date Page 1/2
2011.08.02
Purchage orde:x
308830
Pelivery item
BC471864 000010
Order item
388600 000010
Toral Quantityr Item
17.000 KG
Material:
Pharmatose 200M
Monohydrate Lactose USP/NF, Ph.EBur.,JP
In multi layer paper bag with a poly~
ethylene innerbag contents 25 kg net. [NZ)
Manufacturing site : Fonterra Limited, Kaponga, New Zealand
Product name : Pharmatose 200M
Conforms to USP/NF, Ph.Eur.,JP, Lactose monchydrate monegraph, current
at time of manufacture.
Product description: A white or almost white, crystalline powder freely
hut glowly soluble in water, practically insoluble
in ethanol
Residual solvents
(CPMP/ICH/283/95) : No class 1,2,3 solvents are used during production
Identification Complies with Pharmacopoeia when tested
Manuf.batch no. : 0DB.03.2011 Manuf.date : 2011,02.08 Quantity: 17.000 KG
Supplier lot no.: HV0B0028 Expiry date: 201¢.03,08
SPECIFICATION
Characteristic Unit Lower Upper Value
Limit Limit
Water { KF) % 4,5 5,5 5,1
Loss on drying % 0,5 0,1
Specific rotation 20 °C anhydr NON 54,4 55,9 55,4
Residue on ignition/Sulph.ish ¥ 0,10 < 0,10
Absorb.1% , lcm at 270-300 nm NON 0,07 0,01
Absorb.1% , lem at 210-220 nm NON 0,25 0,04
Absorb.10% , lom &t 400 nm NON 0,04 0,00

Appearance of Scolution (Ph.Bur
Clear and not more
coloured than ref.BY7

Clarity and Colour of Solution
Clear and ceclourless

(This i¢ an electronic document valid without zignature}

* Copyright: DRV-Fonterra Zucipients GmbH & Co. KG

Passes test

Passes test

Passes test

Passes test
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Appendix A: Certificates of analysis

[

DMV-Fonterra Excipients ™=
The ingredients of success

Certificate of analysis
Iassue date Page 2/2
2011.08.02
Pu~chase order
308830
Delivery itom
80471864 Q00Q10
Order itom
358600 000010
Total Quantity Item
17.000 Ka
1
Manuf.batech no. : 08.03.2011 Manuf.date : 2011.03.08 Quantity: 17.000 KG
Supplier lot no.: HV0B0028 Expiry date: 2014.03,06
SPECIFICATION
Characteristic Unit Lower Upper Value
Limit Limit
or nearly colourless
Acidity (ml 0.1N NaCH/é g) ml/&g 0,4 0,2
Heavy metals{max. 5 ppm) Pagses test Passes test
Particle size (PSD) % <75 um % 78 86 79
Particle size (PSD} % <180 uym % 98 98
Total aercbic microbial count cfu/g 100 10
Yeasts and moulds cfu/g 10 10
E.coli dn 10 g negative negative
Salmonella in 100 g negative negative

{(This ip an electronic document valid without signature)

Copyright: DiV-Fonterta Excipients Cmbd & Co. K@
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Enalapril Maleate X111972/B011429

Appendix A: Certificates of analysis

Title: 134700 - Enalapril

Document State: Effective
Effective Date: 13 Nov 2009 09:33:56 GlgT +02:00

Document Number:
Maleate

259

Version: 4.0

Item Name

Enalapril Maleate

134760

Item Number

Specification Amendment Number I 4290

To be completed by Quality Assurance

D Wi
Batch Number ] Bong29 Number of samples |0 "5
To be completed by Quality Control
Specification amendment no. Yy qo Analysis start date 2o Jan 01D
Workbook reference AE34ng ©35 ¢ Analysis end date Qa Jan Rojo
* | Test Specification KB pg /84 Result Analyst name
Rc{; BODQJ o7 & initials
% | *DESCRIPTION A white to off-white, crystalline powder. Melts e °C
at about 144 °C. Complie s, Noileka , N8
* | SOLUBILITY Practiczlly insoluble in nonpolar organic
solvents; slightly soluble in semipolar organic
solvents; sparingly soluble in water; soluble in Com 1 bes Nohicka, NB
alcohol; freely soluble in methanol and in
dimethylformamide.
*IDENTIFICATION A, Infrared absorption
The IR absorption spectrum of the
sample, finely ground and dispersed in
mineral oil, exhibits maxima only at the Comphes Mdideka, N8
s same wavelength as that observed for
the USP enalapril maleate reference
____standard. B o
B. The retention time of the major peak in
the chromatogram of the Assay
preparation corresponds to that in the CC""’I” hes A
chromatogram of the Standard
preparation, as obtained in the Assay.
C. Near Infrared Spectrophotometry
(Atternative In-house) /A ~/A
SPECIFIC ROTATION -41.0° to 43.5°, ~ 419 ° Coh
* | LOSS ON DRYING 1t loses not mare than 1.0 % of its weight. 0.1 7/ |Tobsa, 18
# | PARTICLE SIZE 90 % less than 30 pm.
(In-house control) RO am | Ndieka, NE
RESIDUE ON IGNITION | Not more than 0.2 %. o1 7 Coh
HEAVY METALS Not more than 0.001 %. < oc.oot_/ oA
RESIDUAL SOLVENTS
Supplier
gcetc?nitri)le Not more than 410 ppm. Not dlebecked CoA
Ethanol Not more than 5000 ppm.
o.007 / Y

FOR
IMFORM

Y

Page 1 of 3
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Appendix A: Certificates of analysis

Document State: Effective
— Effective Date: 13 Nov 2009 09:33:56 GMT +02:00
Document Number: 0259 Version: 4.0
Title: 134700 - Enalapril Maleate

Item Name Enalapril Maleate

Item Number | 134700 Specification Amendment Number | 4290
To be completed by Quality Assurance
Batch Number [ Bongza Number of samples f_fmp , %
* | Test Specification Result Analyst name
& initials
RELATED COMPOUNDS
Any impurity (having a
relative retention time of
about 1.10) Not more than 1.0 %. Nok dekeckec CoA
Any other individual
impurity Not more than 0.3 %. Not detected CuA
Total impurities Not more than 2 %. o C.as’ Coh
% | ASSAY [T - 100,07
% m/m Enafapril Maleate 98.0 - 102.0 % m/m, calculated on the dried |2 ~ /vo. 2 / '
basis. iz -100.1 / |Icbisa, T8
Quality Assurance to identify with * the tests to be performed.
Tests marked with * to be performed by the Quality Control:Laboratory.

Tests not marked with * may be taken from the Certificate of Analysis.
Any test not included on the Certificate of Analysis will be performed.by the Quality Control Laboratory.

Page 2 of 3
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Appendix A: Certificates of analysis

Document State; Effective
Effective Date: 13 Nov 2009 09:33:56 GMT +02:00

. Document Number: 0259
Title: 134700 - Enalapril Maleate

Version: 4.0

Item Name Enalapril Maleate

Item Number | 134700

Specification Amendment Number I 4290

To be completed by Quality Assurance

Batch Number I “Eonun I Number of samples J ’Obo‘tvi.p o)
1
To be completed by Quality Control i
COA attached [ VT coa checked by [ %
1 declare that all samples have been tested and results checked. Cordrrients
Name Signature Date
QC Department check1 | txdo¢.© NASTEE 20 10
Name Signi'tﬁe Date
QC Department check 2 Nelrau Poltne. Qa2 Jan Jolo
Remarks/Comments Quality Control Laboratory >

APPROVED BY

QC Labo
To be completed by Quality Assurangén 7

Special labeling . - Approved
instructions Lob 0.1/ ejected _ﬁ@mq@j
1* Stage Unblocking by | Name - Dhte
QA Department Lo w22 “Jan 2ol
Status label

1G [2be s
Labels attached by £ Signature . Date
QA Department 1 @{/@doa / W b Jun (O
2" Stage Unblocking by Name Signature | _ Date
QA Department oo P s b ZoiG
Additional labeling (for subsequent quarantine or reject pu?p\oses)\
Reason Reason
QA signature | | Date | QAsignature | | Date |
Quarantine label Reject label
Labels attached by Signature Date Labels attached by Signature Date
QA Department QA Department

Page 3 of 3
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Appendix A: Certificates of analysis

U T TG
XUNQIAO.LINHAL
ZHEJIANG 317024, CHINA
Tel: +86(576)85010248
Fax:+86(576)85991062

HURHN ZHEJNNG HURHNI PHRNRMACEUTICAL CO.,LTD. | Ermtalesghahaarn om
CERTIFICATE OF ANALYSIS
PRODUCT. ENALAPRIL MALEATE USP32
Batch No.: 5111-09-046(M) Manufacture date: 2009.09.22
Batch size: 200kg Relest date; 2013,08
Quantity: 200kg Report dale: 2009.11.10
Manufacture sile: Storage;
XUNQIAO, LINHAI, ZHEJIANG 317024, CHINA Preserve in well-closed containers
TEST ITEM SPECIFICATION TEST RESULTS
: . White crystalline
Appearance White of off-white crystalline powder powder
A: The infrared absorption specirum is concordant !
with Enalapril Maleate RS. Canftorms
|dentification B: The retentlon lime of the major peak In the
chromatogram of t(he Assay preparation Conforms
corresponds lo that of the Standard preparation
oblained as directed in the Assay.
Speclfic rotation -41.0°~ -43,5° -41.9°
Loss on drying Not more than 1.0% 0.1%
Residue on ignition Not more than 0.2% 0.1%
Heavy metals Not more than 0.001% <0.001%
Related substances
"Impurity B | Not more than 0.3% N.D
%mpurity C | Not more than 0.3% 0.12%
*impurity O | Not more than 0.3% 0.05%
“impurity H | Not mere than 0.3% 0.11%
Any unknown impurity | Not more than 0.1% N.D
Total unkngwn impurities | Not more than-0.3% N.D
Total impurifies | Not more than 1.0% 0.28%
Not less than 98.0% and nol more than 102.0%,
Assay (HPLC) calculated on the dried basis 99.8%
Residual solvents {(GC)
Methano! | Not more than 0.3% N.D
Ethanol | Not more than 0.5% 0.007%
Acetonitrile | Not more than 0.041% N.D
8enzene | Not more than 0.0002% N.D
Dichloromethane | Not more than 0.06% N.D
Particle Size 80% < 30um o . 10um
Conclusion Complies with USP32 R T T

Signature._24w a1 (ac MANAGER) Dale:_A/0V. ;3.%@3
Signature: _ghonbaohe (QA MANAGER) Dale:__fyn. ,% .!!_F B

1 Impurlly B: (25)-2-{[{1S)-1-{ethoxycarbonyl}-3-phenyipropyljamino]propanoic acid

2 Impurity C: (28)-1-{{25)-2-{[{ 15)-1-carboxy-3-phenylpropyllamino]propanoyljpyrralidine-2-carboxylic acid

3 Impurity D:ethyl (25)-2-(35).825]-3-methyl-1,4-dioxo-oclahydropymolo[1,2-a]pyrazin-2-yi]-4-phenylbulancale

4 lmpurity M- (28)-1-[(28)-2-[{(18})-3-cyclohexyt-1-(ethoxycarbonyl}propyliaminolpropanoylpyrrofidine-2-carboxylic acid

7



Appendix A: Certificates of analysis

Enalapril Maleate B022065

Document State: Effective
Effective Date: 14 Nov 2011 08:11:39 GMT +02:00

. Document Number: ~ ™~ ~ ~°~ 0259 Version: 5.0
Tite: 134700 - Enalapril Maleate
Item Name Enalapril Maleate
Ttemn Number | 134700 | specification Amendment Number | 4290
Tea be completed by Quality Control;
= D
Batch Number | S006S | Number of samples | 72752,
L TN P
To be completed by Quality Control
Specification amendment no. | yaa0 Analysis start date |0 pec 200
Workbook reference Analysis and date
Aizes pg i31-L » Apss pq 19¢-v o0& Dec zot!
* | Test Specificatian ' Result Analyst
rn-?”ﬂ'l‘*'i M name &
(F’t"i X L‘il}‘:‘_nl‘) initials
* | *DESCRIPTION AND A white to off-white, crystalline powder. Melts | ~ Comphes
SOLUBILITY at about 144 °C. Practically insoluble in o
nenpolar organic solvents; slightly solubi: in w2z C
semipolar organic soivents; sparingly sclili=. in
water; soluble in alcohol; freely solitle in " L
methanol and in dimethylformamide. Comphes Zikhora LT
% | **IDENTIFICATION A. Infrared absorption
The IR absorption speciruii af the sainple,
finely ground and disnersad & mineral oil, .
exhibits maxima orly 4t the saiite A)  Comples  |Yolan, Xk
wavelength as that ubzerved for the USP
.....enalapril maleate jeference tundard. |
B. The retention tirie of the major peak in th
chromatogram or {h& Assay preparation
corresponds 15 that it the chromatogram
of the Standard Lreparation, as obtained in _ .
Y A e | 8) comples | noaniah g
C. Meuwr Infrared Spectrophotometry
{Aftoinatve In-house) ﬁl L Nfp-
SPECIFIC ROTATION 410710 43.5° - 42.0° con -
% | LOSS ON DRYING It loses 1ok more than 1.0 % of its weight. c.007. Noaibh, NS
sk | PARTICLE SIZE 9 % less than 30 pm.
(In-house control) : 20.4am Zirhona, 27
RESIDUE ON IGNITION | Mok ficve than 0.2 %. ol con .
HEAVY METALS Not more than 0.001 %. < 0. Corr, .
RESIDUAL SOLVENTS
(Supplier)
| Acetonitrile Not more than 410 ppm. ~D Coh
Ethanol Not more than 5000 ppm.
Ippm Coh
Page 1 of 3
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Appendix A: Certificates of analysis

Document State: Effective
Effective Date: 14 Nov 2011 08:11:39 GMT +02:00
Document Number: ___ _o0259 Version: 5.0
Title: 134700 - Enalapril Maleate
Item Name Enalapril Maleate
Ttem Number | 134700 | specification Amendment Number | 4290
To be completed by Quality Control:
Bachhumber | A002CES [ Number of samples | 2227 2°,
Lz T —T
* | Test Specification Result Analyst name
& initials
RELATED COMPOUNDS
Any impurity (having a
relative retention time of
about 1.10) Not more than 1.0 %. <vo, cob
Any other individual
impurity Not more than 0.3 %.
MND - Con
Totat impurities Not more than 2 %. 0.317. Con.
3% | ASSAY B T
% m/m Enalapril Maleate 98.0 - 102.0 % m/m, calculated on e diicd ? 100 57,
basis. * oDk raaiiah NS

) : Quality Control to identify with * the tests to be parformed.
Tests marked with * to be performed by the Quality Contral Laboratory.
Tests not marked with * may be taken from the Certificsia af Apilysis.
Any test not included on the Certificate of Analysis villl be perfciined by the Quality Control Laboratory.

Page 2 of 3
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Appendix A: Certificates of analysis

Document State: Effective
Effective Date: 14 Nov 2011 08:11:39 GMT +02:00
Document Number: 0259 Version: 5.0
Title: 134700 - Enalapril Maleate

Item Name Enalapril Maleate

o i

RTINS 134700 | Specification Amendment Number [ 4290
To be completed by Quality Control;
chhomber | A2 065 [ Number of samples | 7522,
Du% T
To he completed by Quality Control

COA attached | 1 oA checked by | @/\e %&w’

I deciare that all samples have been tested and results checked. Comments

Name Signature Date
QC Department check1 |Nociak  Secvie NS (pp BE ) og Dec zof
Name Signature ) Date
QC Department check 2 Delioy, Mol p. 8a—Per—2o)
Remarks/Comments = | IWeaiity Control Laboratary
APPROVED BY
‘ | QcC %,arﬁ-cory Manager =|
Toe be completed by Quality Assurance pe e TR - kem
Special labeling Expiry/ Approved/
instructions tm: G| mm i ‘-’.Jw 2018 Rﬂj‘ﬂctad AW")
1% Stage Unblocking by | Name Slgnature Date
QA Department Jo1  (fumen. &b 12_fpc_20u
Statuslabal S
. 442: APPROVED
-ﬁ:'udp"or- En;laﬁrllﬂlluﬂu 1S
1lier; 1Na.r‘f’1barf1ﬂr}"ﬁﬂ Date: 12-DEC-2011
bl umoer; BO220B5  Exolry Date: s-JUL-2015
Lidtalivey 0 Polanzy 170.6%

105 ructlions: LOO bty
Lize laboly prebey.

Labels attached by Name Sighature Date
QA Department INoney UM 12 DEC <y,
2™ Stage Unblocking by | Name ; Signature Date
QA Department LY fwrerz rk‘ﬁR b flec 20
Additional 1abefing (for subsequent quarantine or reject purposes)
Reason Reason
QA signature | | Date | QA signature | | Date |
Quarantine label Reject label
Labels attached by Signature Date Labels attached by Signature Date
QA Department QA Department
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Appendix A: Certificates of analysis

PE BT G, M
XUNQIAQ,LINHA!
ZHEJIANG 317024,CHINA.
Tel:+85(576)85010288
Fax,+86{578)85991062

S SRR IGER A

HUDNHDI ZHEJIDNNG HUNHMN PHARMMCEUTICML €O.,LTD.

o
1 - ¥ LT m.C0rm
CERTIFICATE OF AHALYSIS
PRODUCT. ENALAPRIL MALEATE USP34
Batch No.: 5111-11-036M Manufacture date: 2011.08.01
Batch size: 300kg Retest date: 2015.07
Quantity:300kg Report date; 2011.08.24
Manufacture site: Storage:
XUNQIAQ, LINHAI, ZHEJIANG 317024, CHINA Preserve in weli-closed containers
TEST ITER SPECIFIGF{TIDN TEST RESULTS
Appearance White or oif-while crystakine powder Whﬂ: nmi?m"e
A: The infrared absorption spectrum is concordant
with Enalapril Maleate RS. Conforms
Identification B: The retention time of the major peak in the
chromatogram of the Assay preparation Conforms
corresponds to that of the Standard preparation
obtained as directed in the Assay.
Specific rofation | -41.0°~-43,5° -42.0°
Loss on drying ot more than 1.0% 0.1%
Residue on ignition Not mere than 0.2% 0.1%
Heavy metals Not more than 0.001% <0.001%
Related substances
tmpurity B | Not more than 0.3% N.D
impurity C | Not more than 0.3% 0.20%
*impurity D | Not more than 0.3% 0.04%
“Impurity H | Not more than 0.3% 0.13%
Any unknown impurity | iJot more than 0.1% N.D
Total unknown impurities | Not more than 0.3% N.D
Total impurities | Not more than 1.0% 0.37%
Not less than 98.0% and not more than 102.0%, ;
AssaylRLE) calculated on the dried'basis 99.5%
Residual solvents (GC)
Methanol | Not more than 0.3% ND
Ethanol | Not more than 0.5% 0.001%
Acetonitrite | Not more than 0.041% N.D
Benzene | Not mare than 0.0002% ND
Dichloromethane | Not more than 0.06% ND .
Particle Size 90% < 30um 12um
Conclusion Complies with USP34

(QC MANAGER) Date:

Signature; )J“ﬂllY;n

Signature:___ghem@ane 2} y(QA MANAGER)

Date;

1 impurity B: (28)-2-[1(1S)-1-(ethokycarbonyl)-3-phenylpropylléminolpropancic acid

2 impurity C: {28)-1-](2S}-2-[[(15)-1 -carboxy-3-phenyipropyliamine]propancylpymroliding-2-carboxytic acid
3 Impurity D:ethyl (25)-2-{(35),8a5}-3-methyi-1 A4-dioxo-octahydropymelo[ t,2-alpyrazin-2-yl}-4-phenyihutanoale
4 Impurity H: (28)-1-{(28)-2-[{1 §)-3-cyclohaxyl-1-{sthoxycarbonylpropyljaminolpropanaylipymoiidine-2-carboxylic acld
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