WHO-GMP Approved
An ISO 9001-2008
Certified company

CIN :U24230GJ1993PTC020695

Factory : Sokhada-388 620, Ta.-Khambhat

Dist.-Anand(Guj.) INDIA

[Phone:(F) (+91) 7574878021 / 22 /23 /24

E-mail : mail@baroquepharma.com
Web : www.baroquepharma.com

CERTIFICATE OF ANALYSIS

& BAROQU

PHARMACEUTICALS PVT. LTD.

ngg 01 of 04

MATERIAL CODE : 100006U A.R.NO : BPRM180114 -
MATERIALNAME : AMOXICILLIN TRIHYDRATE Date of |
(EXTRA DRY) PURIMOX P USP | Analysis :11/07/2018
BATCH NO : M595908 MFG.DATE : JUN 2018 |
QTY.RECEIVED :750.00 KG EXP DATE :MAY 2023
{SAMPLE QTY.  :0.0200 KG SPECIFICATION :
‘ o As per USP 40
RECEIPT DATE :07/07/2018 | SPECIFICATION NO:
o - |L.SP/100006U-4
MFG.BY : DSM SINOCHEM PHARMA P.LTD . | Working standard Number :
- | /Amoxicillin USP : WS10000618A |
SUPPLIED BY DSM SINOCHEM PHARMA P. LTD Supplled by : Baroque ‘
S; . TEST COBSERVATION /| """ it ,‘
1. | Description Whrte practrcally odorless, | White,  practically  odorless,
LA S A AT N -.-'crystalhne powder ‘ ‘crystalhne powder ‘
2. | Solubility ' | Slightly soluble in waterand Shghtly soluble in water and in
N - |-in methanol; insoluble in methanol; insoluble in .benzene,
-.;.-benzene in carbon -, 1in_carbon tetrachloride, and in
tetrachloride, and in : ‘chloroform
- { chloroform ~
3. | Identification ‘The:IR spectrum of sample is The IR spectrum of sample
(By IR) concordant with the IR | should be concordant with the IR -
| spectrum of standard. | spectrum of standard
4. | Crystallinity*. .. | Complies The partrcles should show
- ' | birefringence and extinction
.. |.positions when the microscope -
| stage is revolved.
5 pH Jas 07 | Between 35and 6.0
6. |water l1216% | Between 11.5% and 14.5%

7. . Dimethylaniline #0 .|'Not more than 20 ppm
PREPAREDBY/ DATE | CHECKED BY/DATE | _APPROVED BY / DATE
ot o {L- T RenEs

AT 01 S 60 |ronlnolgastns o T12018
RIKEN PATEL . HARDIK PATEL / Jit 2\ VINOD PATEL
- QC. OFFICER ~Q.C. EXECUTIVE

"I Q.C. MANAGER

- i mmmmrm ww J
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WHO-GMP Approved
"~ An ISO 9001-2008
Certified company

CIN :U24230GJ1993PTC020695

Factory : Sokhada-388 620, Ta.-Khambhat
Phone:(F) {+91) 7574878021 / 22 /23 /24

Dist.-Anand(Guj.) INDIA -
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Web : www.baroquepharma.com

CERTIFICATE OF ANALYSIS

@ BI\R(OQU

PHARMACEUTICALS PVI. LID.

b

~ [UNCONTROLLED COPY |

Page 02 of 04
MATERIAL CODE : 100006U ARNO :BPRM180114
MATERIALNAME : AMOXICILLIN TRIHYDRATE Date of
‘ (EXTRA DRY) PURIMOX P USP | Analysis : 11/07/2018
BATCH NO : M595908 MFG.DATE : JUN 2018
QTY.RECEIVED : 750.00 KG EXP DATE : MAY 2023
SAMPLE QTY. :0.0200 KG SPECIFICATION :
' ' As per USP 40
RECEIPT DATE : 07/07/2018 | SPECIFICATION NO:
o . - SP/100006U-4
MFG.BY . :DSM SINOCHEM PHARMA P.LTD  [Working standard Number: |
I | . | Amoxicillin USP : WS10000618A |
' SUPPLIED BY - : DSM SINOCHEM PHARMA P.LTD | Supplied by : Barogue -
&  TEST . OBSERVATION | -~ umm
8 Organic Impuntles* e -
(A Amoxicilin | Not detected | Not more than 1.0%
-~ “}Related Compound F:: |« iy S e .
(B) Amoxicillin ‘Not detected | Not more than 1.0%
Related Compound D . o '
|AtRRT 0.53 |
' ,‘('C‘:-)' Am.oxlcuh"'n ‘Not detected : ~"Not"'tﬁ6:'re-“tha'ri-v"-1'.'0%‘r',’ '
. | Related-Compound D . ' L IR
AtRRT068
(D) Amoxicilin | Not detected | Not more than 0.5%
| Related Compound A .| . =\ o L D o
(E) Amoxicilin  |Notdetected  |Notmorethan1.0%
| (F) Amoxiciin | Notdetected = | Not more than 1.0%
| Related Compound E L 1 C
AtRRT 4.5 ;
PREPARED BY /DATE | CHECKED BY / DATE APPROVED BY / DATE
4%;& 331018
RIKEN PATEL . - “HARDIK PATEL /& v N VINOD PATEL .
- Q.C. OFFICER “Q.C. EXECUTIVE uls *"1' %] Q.C. MANAGER




WHO-GMP Approved
An ISO 9001-2008
Certified company

CIN :U24230GJ1393PTC020695

Factory:Sokhada-388 620, Ta.-Khambhat

Dist.-Anand(Guj.) INDIA
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CERTIFICATE OF ANALYSIS

€ BANROQUE
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Page 03 of 04
MATERIAL CODE 100006V A.R.NO : BPRM180114.
MATERIALNAME : AMOXICILLIN TRIHYDRATE Date of :
(EXTRA DRY) PURIMOX P USP | Analysis :11/07/2018
BATCH NO : M595908 | MFG.DATE : JUN 2018
| QTY.RECEIVED :750.00KG EXP DATE : MAY 2023
SAMPLE QTY. : 0.0200 KG SPECIFICATION :
‘ : As per USP 40
RECEIPT DATE :07/07/2018 SPECIFICATION NO:
‘ ‘ SP/100006U-4 '
| MFG.BY : DSM SINOCHEM PHARMA P. LTD + | Working standard Number :
| Amoxicillin USP : WS10000618A
SUPPLIED BY: DSM SlNOCHEM PHARMA P. LTD SUpplled by : Baroque
S{) TEST - _.OBSERVATION | CoumT
(G) Amoxicillin - . [ Not detected Not more than 1.0%
Related Compound E | & e e [ kol |
At RRT 6. 7
(H) Amoxicilin ‘Not detected - | Not more than 1.0%
Related Compound M o : o ,
‘(I) Amox:cnllm Related Not detected Not more than 1.0%
‘Compound C ERR _
1) Amoxit:illin Related | Not detected ‘: Not more than 1.0%
Compound J ' B R -
| ,'(VK) Amdxtcillin. o Not detected : i;'th,m‘o._re than 1.0%
~|Related Compound L | - .. .. . .o b e e
(L) Any unspecified ~ [0201% . .. .. | Notmorethan 1.0%
individual impurity. -~ -}~ ' B
(M) Total impurities | 0.464% Not more than 5.0%
PREPAREDBY/DATE | CHECKED BY / DATE APPROVEE ;\; I DATE
om W (HoH20Letm T Y 12018
RIKEN PATEL HARDIK PATEL /75f>.57) VINOD PATEL
Q.C. OFFICER _ Q.C.EXECUTIVE ;\;\pc MANAGER

UNCONTROLLED COPY |




WHO-GMP Approved
An ISO 8001-2008
Certified company

CIN :U24230GJ1993PTC020695

Factory : Sokhada-388 620, Ta.-Khambhat
Phone:(F) (+91) 7574878021 / 22 /23 /24

Dist.-Anand{Guj.) INDIA

E-mail : mail@baroquepharma.com
Web : www.baroquepharma.com

CERTIFICATE OF ANALYSIS

G BAROQU

PHARMACEUT!CALS PVT. LTD.

9. |Assay

p%et2 HQ".“Q,,_. S

900 pg. and not more than 1050
1pg of CqeH1gN3OsS per mg,.
| calculated on the anhydrous’
| basis. - |

Page 04 of 04
MATERlAL CODE : 100006V A.R.NO : BPRM180114
MATERlALNAME AMOXIClLLlN TRlHYDRATE Date of
(EXTRA DRY) PURIMOX P USP Analysis : 11/07/2018
BATCH NO : M595908 MFG.DATE : JUN 2018
QTY.RECE‘VED : 750.00 KG EXP DATE : MAY 2023
SAMPLE QTY. :0.0200 KG SPECIFICATION :
. ‘ As per USP 40 .
RECEIPT DATE :07/07/2018 SPECIFICATION NO:
’ SP/100006U-4
MFG.BY . :DSM SINOCHEM PHARMA P. LTD { Working standard Number : S
e . : . ‘Amox1c1|lln USP-: WS10000618A
| SUPPLIED BY - : DSM SINOCHEM PHARMA P. LTD Sugplled by : Baroque -
S{) TEST |  OBSERVATION LMIT
Amoxicillin contains not less than

: ThIS test is performed at choksn laboratories report No 4463/14072018/16

; # Dlmethylanlllne is not used in the manufacturing process hence not tested

Storage conditions: Store in dry place between 20°C. to 25°C

REMARK THE MATERIAL COMPLIES AS PER USP 40 SPECIFICATION

RELEASE DATE: 1710712018

S

PkEPARED BY / DATE

cHEcKED BY/DATE | APPROVED BY / DATE
/‘ﬂ/ | . ’——‘4@’
Gt m(tf\’*ﬁ (HO H L0\ @Ay (310312018
" RIKEN PATEL — HARDIK PATEL [ “]) VINOD PATEL
Q.C. OFFICER Q.C. EXECUTIVE ZJ2.C. MANAGER

UNCQNTH@_LLED




Name of Product
Active ingredient -
Batch / Lot No.

Batch / Lot No. Size (Kg)
Date of manufacture

Date of expiry
Date of release

Analytical results

Parameter

Appearance

Identification (IR / HPLC) -

Solubility

Crystallinity
pH
N,N-Dimethylaniline

Water content by KF

Sulphated ash

Assay (on anhydrous)

Water Activity
Tapped bulk denslty

Related substances (HPLC)
6-aminopenicillanic acid

L-Amoxicilin*

2(8)-piperazine-2,5-dione
2-(R)-piperazine-2,5-dlone
Penicilioic acids of Amoxicillin
p-hydroxy phenyl glycine
Amoxiciliin.dimer (open)
Amoxicillin dimer (closed)
Amoxicillin trimer (closed)
Amoxicillin trimer (open)
p-hydroxy phenyl glycyl amoxiciliin
Pepilloic acids of amoxicillin
Amoxicillin B5-APA amide

'Any unspecified impurity

’ Total Impurities

Remarks -

Pharmacopoela quality: Comphes with the current editions of USP

CERTIFICATE OF A_NALYSIS.

Purimox ® Corﬁpacted Gréde P

Amoxicillin Trihydrate

M595908
750

Jun, 2018
May, 2023
June 25, 2018

v

Specification

White to almost white grénules

Conforms with test
Conforms with test
Crystalline
3.5t086.0

<20 ppm

11.5t0 14.5
£1.00

800 to 1050 ug of C16H19N305S/mg

NMT0.30 .
NLT 070 .

Not more than 0.5

Not more than 1.0~ .

Not rriore than 1: 0
Not more than 1. 0

" Not'more than 1.0

Not more than 1.0
Not rnore'than 1.0
Not-more than 1.0
Not more than 1.0
Not more than 1.0
Not more  than 1 0

. Notmone than 1.0 -

Not more than 1.0
Not more ‘than 1.0:
Not more than 5.0

Manufactured according to ICH Q7 GMP for APls
N, N — Dimethyianiline is not used In the manufactunng process of this substance or present in any of the raw materials.

Soiublllty checked at regular interval

Date-o_f.issue:- .

June 29, 2018~ |

UN‘G‘QNTRW

ED COPY 3

4> SINOCHEM | ODSM

DSM Sinochem Pharmaceuticals

DSM Sinachem Pharmaceuticals India Private Limited
- CIN=- U24231PB1993PTC023090

Bhai Mohan Singh Nagar, Toansa,

Distt. S.B.S. Nagar (Nawanshahr) - 144 533, Punjab

wa ww

‘ ) App\ﬁv:'d/ = “
: L\asd
uthorisedeéfg%atory)/

T+911881

509690-91, F+911881 509890-91
www.dsm-sinochem.com
www.pureactives.com

- Results

‘Complies
Complies - -
Compliesiftested . .. .~
Complies

- 49 .
Not applicable , :
13.0.. L %whw
- 0.09° Y%ww. . .
- 994.0 . 'Hgimg - :

078 - g
<0.05 % wiw
<0.05 % wiw
<0.05 % wiw
<0.05 % wiw
0.07 % wiw
<0.05 % wiw
<0.05 % whw
0.16 % wiv
<0.05 % wiw
<0.05 % wiw
<0.05 % wWiw
<0.05 % wiw
<005 - % wiw
028 -

% wiw

Quality Assurance Department

Corporate oOffice:

" DSM Sinochiem Phan'naceutlcals india anate anrted, DLF lnﬁmty Towers, Tower A, gth Floor, Phase ll, DLF Cxty, Gurgaon 122 ooz, india.

T iod 194 21906040 F 481 194 4170850



WHO-GMP Approved
An ISO 9001-2008
Certified company

CIN :02423OGJ1 993PTC020695

Factory : Sokhada-388 620, Ta.-Khambhat
Phone:{F) (+91) 7574878021 / 22 /23 |24
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CERTIFICATE OF ANALYSIS

@ BAROQU

PHARMACEUTICALS PVT. LTD.

e U

Page 01 of 02
| MATERIAL CODE : 100206B _ , A.R.NO : BPRM180134
MATERIALNAME : POTASSIUM CLAVULANATE Date of
DILUTED (1:1) BP Analysis :31/07/2018
BATCH NO : 4121805006 MFG.DATE : MAY 2018
QTY.RECEIVED :990.7800 KG EXP DATE : APR 2022
SAMPLE QTY. :0.0200 KG SPECIFICATION :
| As per BP2017
RECEIPT DATE : 28/07/2018 SPECIFICATION NO:
SP/100206B-4 = .
MFG BY ) :}‘SHANDONG NEW TIME . ‘Working standard Number
'SUPPLIED BY : LONGCHEM INTERNATIONAL | WWS100206B18A
TRADING COMPANY LINITED
| S{) | TEST OBSERVATION LIMIT
: 1; : ,'Dee-cripti'orlr - . Almost white - - powder;- .:Whlte or- almost whlte powder 1
| S " I"hygroscopic ' %hygroscoplc
2. |identfication | ool |
‘ (A) By HPLC test | The principal peak in the The prlncrpal peak in the
chromatogram obtained with - | chromatogram obtained with the
the test solution is similar in | test solution should be similar in
| retention time to the principal | retention time to the principal
peak in-the chromatogram peak in'the chiromatogram .
_| obtained with reference ‘obtained wnth reference solutlon
solution (a). @
(B) Reaction (b) | A orange-yellow precipitate is A yellow or.orange-yellow
of potassium }formed pre“cipitate should be form.
(C) Reaction of - The solutlon beoomes vnolet— The soiution should become
| cellulose - | blue - ‘ ;vnolet- blue
30 |pH 580 48t080
PREPARED BY / DATE ' CHECKED BY / DATE APPROVED BY / DATE
A IO ' <o OQUNYT
R‘tloglzolg ’ W tieg) Qol,gaj;\ LE{ 2R 0]
RAKESH MAKWANA HARDIK PATEL #7552\ VINOD PATEL
Q.C. OFFICER Q C. EXECUTIVE ‘ Q.C. MANAGER .




Phone:(F) {+91) 7574878021 / 22 /23 /24
E-mail : mail@baroquepharma.com -

WHO-GMP Approved Factory : Sokhada-388 620, Ta.-Khambhat ' () . BR O v |
An S0 9001-2008 : Dist.-Anand{Guj.) INDIA .
Certified company : ! ) .

. CIN :U24230GJ1993PTC020695 ‘ Web : www.baroqueépharma.com PHARMACEUT'CALS PVT. LTD.
CERTIFICATE OF ANALYSIS ; | _ Page 02 of 02
MATERIAL CODE : 100206B | A.RR.NO : BPRM180134
MATERIALNAME : POTASSIUM CLAVULANATE Date of

| DILUTED (1:1) BP : Analysis :31/07/2018
BATCH NO : 4121805006 | MFG.DATE : MAY 2018
QTY.RECEIVED :990.7800 KG EXP DATE : APR 2022
SAMPLE QTY. :0.0200 KG SPECIFICATION :
As per BP2017
RECEIPT DATE : 28/07/2018 SPECIFICATION NO:
MEG.BY | o | SP/100206B-4
FG. - 'SHANDONG N..EW T'ME, - | Working standard Number :
SUPPLIEDBY  :LONGCHEM INTERNATIONAL | WS100206B18A
TRADING .COMPANY LINITED -
ol test | OBSERVATION | LT
4. | Polymeric. impurities | Complies . ‘| The absorbance of solution
and other impurities | e e e determined at 278 nm is not
absorbing at 278 nm - greater than 0.40.
5. | Related substances* | -~ i e
() Impurities’ E -~ | Complies - . Not more than 1.0%
(ii) Impuries G~ | Complies Not more than 1.0%
(iii) Any other impurity | Complies Not more than 0.2% -
(iV) Total impurity Complies ' Not mdre thén 2.0%
6. |Water | 099% Not more than2.5% =
7. | Assay ST 10183% o --Potassuum clavulanate diluted -
‘ . ‘ | contains not less than 91.2% and
not more than 107.1% of stated
- L | amount
Storage condltlons Store Inan alrtlght contalner protect from light. At a temperature of 2

‘Cto8°C _
. *This test is performed-at choksi laboratories report No: GL/B/180801010 -

- REMARK: THE MATERIAL COMPLIES AS PER BP2017 SPECIFICATION
 RELEASE DATE: 11/08/2018

PREPARED BY / DATE CHECKED BY | DATE APPROVED BYI DATE
R.A -otkesiQgut - . ' _ G_.QOL% _
\iLlog 201 - W Il\o@) _\\\d ]
RAKESH MAKWANA HARDIK PATEL /371> VINOD PATEL
Q.C. OFFICER Q.C. EXECUTIVE {2 51Q.C. MANAGER
. . ’t‘~“" E >.) B s

| mmmnm



o5

4121805006 ~ | Bathsize

 991.080kg

May.12, 2018 .-r.. ' Package

10KGA/ drism

Result

White or almost white powder, b‘:vsmsmic

Almost white powder,

Identification

(1) HPLC: positive

Positive

(2) Resction (b) of potassiums pasitive.

Posit

3) Reaction of Cellulose; pomvs

Positive

pH

4.8~ 8.0

58

Light absorption

,NMT 0,40 at278 nin

Water”

‘.NMT

‘Related substances

7

'Tomlmpunngs.NMrzo% o

Assay
' (HPLC)

clavulanate sﬁted on the label)

N2% -~ 1071% {as contemt of poumm

- CLAVACID(as .s)3&3%~4so%

. CLAV POT. (as 15)45 6%~53.5%

Conqluaion v

c‘”‘f"msmhemqnuememsofsmr...,. SR

1 . o "'at..-g'.'w-' "
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