Bagian : QC Due Date ; 25 Juli 2026

ANALISA PERMINTAAN JASA Tanggal : 08 Juni 2026
Stak Rencana Kekurangan Pendin Realisasi Realisasi
No| Kode Barang Nama Barang Satuan _ g ) ’ Jumlah )
Saat Ini (A) | Kebutuhan (B)] (A-B+ C) |Penerimaan (C) Pembelian |Penggunaan
Jasa Analisa NDMA Bahan Baku
1 IMO10028 Ranitidine HCI Js 0 2 -2 0 2 0 0
Catatan :

- Jasa pengujian cemaran NDMA untuk pengujian bahan baku Ranitidine HCI, dengan No. Batch :
1. R-001DC0426
2 R-049PD1225

- Estimasi harga pengujian : Rp 800.000 / batch

Latar belakang permintaan:
- Terdapat keterbatasan alat dan penunjang menggunakan metode LC-MS, serta adanya update metode dan spesifikasi terbaru sesuai Farmakope Indonesia VI. Melihat kondisi

tersebut sehingga diperiukan penguijian lab eksternal.

- Pengujian ini merupakan pemenuhan parameter analisa NDMA pada bahan baku Ranitidine HCI untuk pelulusan bahan awal.
- Pengujian dilakukan dilakukan di PT. Pharma Metric Labs

Metode analisa bahan baku, CoA bahan awal dan penawaran harga.

Dibuat Qleh, Mengetahui




E Ei ) SPESIFIKASI BAHAN AWAL hage igrd
:: mersi RANIFDINHIPROKEORID, A Llicwnent e
RT MERSIFARMA TM. RAW MATERIAL SPECIFICATION RD.02-3BA/082.02
SUKABUMI-INDONFSIA DEPARTMENT SECTION
RESEARCH AND DEVELOPMENT ANALYTICAL DEVELOPMENT
Disusun Oleh : Diperiksa Olen : Disetujui Oleh :
Frepared hy Checked by Approved fy
Changed No
vgr 5 3 RD.02-8BA/092.01
..).v o ;! ¥ £ ‘\. L Date
ita Aryan Juwita Ristian] : & 27" Octaber 2023
AD Supervisor AD Manager Head of RED QA Manager
iate Date : ."’/f;.--LFA‘ Date: ! /,_---_k Date: = ,:.,L'br' Date: <5 s ‘.t‘:
SUSuUT <0.75%
PENGERINGAN
LOSS ON DRYING
SISA PEMIJARAN™ 50.1%
RESIDU ON IGNITION
)
k_.URNIAN Nama Batas (%)
KROMATOGRAFI'" Name Limit (%)
CHROMATOGRAPHIC e .
PURITY Ranitidine bis-compound 0.3
Cemaran lain 0.1
Qther Impurity .
Total cemaran 05
Toral Impurity )

PENETAPAN KADAR™
ASSAY

97.5 % - 102.0 % C13HzN,038. HCl dinitung terhadap zat kering.
97.5% - 102.0% C ;3 H 3, N, O s 8.HCI calculated on the dried basis.

ENDOTOKSIN <7.0 EU/mg

BAKTERI" {Jika digunakan untuk produk steril) _
BACTERIAL (if wse for sterile product) B
ENTOXIN

N 320:mng/gua

VITROSODIMETH-AM|N

NDMR}“"’""

NVADAH DAN Dalam wadah tertutup rapat.

JENYIMPANAN' Preserve in tight containers.

'ACKAGING AND

TORAGE

iEJARAH PERUBAHAN
{ISTORY OF CHANGE

. 2RD20/SPBAA/0S2.00

1. Menggantikan no. 3VAQQ0/SPSBB/092.00B.2,

Replaced no 3VA0Q/SPSBBA092.00B.2.
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{ BATCH NO. : R0O01DCO426

| Storage condition;

w

E—

AN : IS0 9001 : 2015 Company
CIN - U242316J1989PTCO12430

@: ORCHEV PHARMA PVT. LTD.

CERTIFICATE OF ANALYSIS

PRODUCT: RANITIDINE HYDROCHLORIDE USP — DC GRADE (FORM-I}

| BATCH SIZE (KG): 1500

AR NO.:FGI2604002  MFG. DATE: APRIL - 2026
CAS NO.: 66367-50-3

RETEST DATE: SEPTEMBER - 2027

MFG. BY: ORCHEV PHARMA PVT. LTD.
WFG. LIG. NO.: G/ 2671017

are the material in tight lght resistance container below 25 G temperatire. After Usage fia tha poly bags t h;;hl!;' to prevent
s of air and moisture. Excursion aliowed up f0 40°C.

N

| TEST

Description

SPECIFICATION

While 0 pale yeliow practically odourtess

RESULT

WHITE, PRACTICALLY ODOURLESS |

crystaline granules CRYSTALLINE GRANULES |
" Very soluble in water, sparingly soluble in
Solubility alcohol, COMPLIES
e ATdE ek et B R | Infrared Absorption, Uliraviolet Absorplion and T
\‘Exie;’lfmlmn SlT<iHME 1871 and A solution of it meels the requirements of the COMPLIES
| i | tests for Ghlorides N | S8 = Y

oH (1in 100) <V91> 45 to 6.0 5.58
Chromatographic purity { By HPLG ) <621> T P
a) Ranitiding bis-compound{imp-B) : NMT 0.3% 0.18 % |
by i sirple nitr: i | NMT 0.1% NOT DETECTED |
) Ranitldine oxime . | NMT 0.1% NOT DETECTED |
d) Ranitidine amino alcohol hemifumarale J NMT 0.1% NOT DETECTED 1‘
2} Ranitidine diamine hemifumarate (Imp-A) | NMT 0.1% NOT DETECTED |

| NMT 8.1% NOT DETECTED

g} Raniticine N-oxide NMIT 0.1% BELOW DISREGARD LIMIT
1) Ranitidine complex nitroacetamide NMT 0.1% NOT DETECTED
i) Ranitidine formaldehyde adduct NMT 0.1% NOT DETECTED i
7} Major / Largest single unknown Impurity | NMT 0.1% BELOW DISREGARD LIMIT |
k) Tetal impurities | NIMT 0.6% 0.18% |

{oss on drying <721> NMT 0.75% 0.23 %

Residue on igniton <281 NMT 0.10% 0.03B %

S7.5%-1020% 100.18 %

Assay ( Dry bagis ) <621>

i MA_.-,___t

NMT 30 ppm

g < s 1 1. Ghiorofonm NOT DETECTED
Raedualsolvanta (in gpm ) <47 | 2. Isopropyl alcohol NMT 5000 ppm 867 ppm
Meiting range (In house) ABOUT 140°C 1383 °C ]
Clarity: 10% Solm430 nin (Ia housay
Absorbance NMT 0.20 0.058
Bulk density (in house;
Untapped 050+02 g/mb 085g/mL
Tapped (1250) 075102 glmb . o78g/mL
Particie size by sigving (In house}
More than 500 pm (30 mesh) NMT 10 % ’0._7’3% !
More than 250 pm (80 mesh) HMT 55 % 25,27 %
Less than 90 um (170 mesh) NMT 15 % ) 3.06 % J
Tha materizl complies with the specilication as faid down in USP-NF 2025 & In Houss Limits.
Tate: 22042026
i _indicates In Housme Tests i ’
!
2y oul2b "
2 LYIC o
Prepared by Check & Approved by

M. Krishna Ghodasara {QC Officer)

RS —— L
| UALITY ASSURANCE REVIEW
Si1GN: >
onrE__2xloyrts
|

E—.DHGNEV PHARMA FVT. LTD.

Wr. Ravi Jani (QC Manager)

JFFILE Ranyoh, fondal Road, Rajkot - 360 002, INDIA. Phong :+91-80990 2689, Fax :+91-281 2365733 E-mall | info@orchev.com Wek : www.orchev.com

FALTORY - Shapar industria Arga. Aajkot-tiondal Highway Veraval, Dist. Fajet INOIA. Phene :

+91

I877-252114/15.  Fax @ +91-2827-252113
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&7% ACCUPREC
RESEARCHLARS PVYT. LTD. R
) Ultimate solution... R

ARALAT, CUSEA, 15U 9a013015, (SOJIRC 11025 2012(NABL), AYUSH, DSIK,
.« CUR-0UT, 1S, USFDA, EMA, ASCA {nalA), Losco FUTE, HEALLH CANADA

PAGE1LOF ¢

i 7 CERTIFICATE OF ANALYSIS
Form 39 (Rule 130- (7) - Report of test or analysis by approved institation)
Raw Mareyisl

Product Name

Ramicidine I1CL

Frrly Nue And Addvesy

Orchey Pharia Pyt Ldd,

Rangofi,Gondal Road,,Kajiot- 360002

Wiig. By Ovehey Phavma Pyt Lid, .

Manufieturer Licenye Mo G507 Testing Date 180472026 10 200422026
| dtatch o, R-001DCU26 Document N, ARLM1352026

Mty Date 202604 Qty. Received 200 GM

Exp. Date M/A Test Oty. 106 Gl

Drate OF Sampie Reeeipt 50472026 TR No. NiA i
i Sample d ARLARCIO4605/2826 Release Date 21-04-2026

[ SrMo i Tests ‘Test Guideline Acvepiance Observation LOD LOO
Eimit
i NDMA Test ALY Mot inore than Mat Detected As Such LOD: As Such 1LOG:
MVYeR/2026/014- | 320pph 8,551 7ppb 1.5510ppb
40 WRTLOD; WALT LOO:
17.7233pph 31.7000ppb

-Conclusion: In the upinion of the undersigned, the sample referred to sbove is of standurd:quatity and complies with the
prreservibed standavds,

Rewarks ou behalf of Qechey Pharms Pyt, Lid.

[} Results of NDMA al the thoe of release Far information prrpose only.

) Stability data in torm of NDMA i purity uot available.

| Reviewa Ly Chectied Dy Authorized By
M Elalrisn Panchal (210042026) TPl Raval (21H/3026) D Kalpesh Porll 2#/04/2026)
Sigm/Dade Slgaaturg v Biguajuro v Sigrmshima v;
3 B = N W 3
tucatiar. ik P See it R 03029
e == END OF REPORT —
| QUALITY ASSURANCE REVIEW
:mn:_gz?ﬁ"-'—_r—-—
P O £ L. T -
ORCHEV PHARMA PVT. LTD.
b
3
Mner: O Lk B n

L The vesults listed refiey anly to tbe samples and applicable parameters., Mmluzn( of gradiel is nediver mifeered wor inplizd o
2 Toud dimbibity of ot faboratary is liouted to e suppited test sunples by this eugiumnes pertatning 1o above specilied bateh only and up ko the invoiced monni only,
4 Sampie drwnand subnitted by the sponsor for Anadysis voless otheowise stawed.
Exhilid Na E Refirence SOP No
I i ehitsir £ 1 ] ARLISOVQANAT

Effective Bate
4302025

Upp. Zydus Fharmsz, Changodar - Bavia Highway,Nr. Maloda Pafia, Post: Maioda, Ahmedabad - 382213, Gujarat, India
Confact - 141 S09D816760 / +91 9309619645 / +91 90999E1023 Emall : info@accuprec.com Web : www.accuprec.com
Global Business Office » Hamillon, ON, Canada » Delaware, USA



AN : 150 9001 : 2015 Company
CIN - U24231GJ19B9PTCD1243¢0

@ ORCHEV PHARMA PVT. LTD.

CERTIFICATE OF ANALYSIS

ER (SUITABLE FOR INJECTION) (FORM-II

MFG. BY: ORCHEV PHARMA FVT. L7D.
MEG, LIC. NO.: G J 25 /1047

D1225 AR NO, FGI2512190  WFG.DATE: DECEMBER-2025
500 CAS NO.: B6357-68-3  RETEST DATE: MAY-2027
“C temperature. Alter usags (s the poly bags tightly fo prevent

Storage condition: Stora the matznal in tight light resistance container bolow 25
access of air and moistiire. Excursion allowed 4p to 40°C.

L

SR T i T
l ig' TEST I SPECIFICATION RESULT
| ‘ White to pale yellow practically odouriess WHITE, PRACTICALLY ODOURLESS |
e Oystalinepowder | CRYSTALLINE POWDER
Very soluble in water, sparingly soluble in -
| Sciot sleohar COMPLIES
R T . Infrared Absarption, Ultraviolet Absorpiion and . -
[ L“‘,EQ";T“"D" 197> <197M> <197U> and A solufion of it meels the requirements of the COMPLIES
B b tests for Chiorides o , .
| 4 | pH{1in 100) 791> 45 to 6.0 5,62
Chromatographic purity ( By HPLC | <6213
1) Ranitidine bis-compound(img-i) | NMT 0.3% 014 % |
} o} Ranitidine simpie nitoacetamide NMT 0.1% NOT DETECTED |
H c} Ranitidina oxime NMT 0.1% NOT DETECTED
| & d} Ranitidine amine aleshal hemifumarate NMT 0.1% NOT DETECTED
| { A
| ) Hanitidine diamine hemifumarate (Imp-A} NMT 0.1% NOT DETECTED
] 1} Ranltitine $-oxide (Imp-C) NMT 0,1% NOT DETECTED
g} Ranitidine N-oxide NMT 0.1% BELOW DISREGARD LIMIT |
) Raritidine complex nitroacetamida NMT 0,1% NOT DETEGTED |
| i) Ranitidine farmaldshyde adduct NMT 0.1% NOT DETECTED
i} Major / Largest single unknown Impuirity NMT 0,1% BELOW DISRFGARD LIMIT
| k) Tots! impurities NMT 0.5% 0.14%
| 8 ‘ Loss andrying <731> NMT 0.75% ) 0.24%
|z NMT 0.10% 0.042 %
3 - 87.5% - 102.0 % _oubaw
1 Chloroform NMT 60 ppm 1 ppmi
2. Isopropyt aleohot NMT 5000 ppm teppm |
[ 1 l Melting range (in house) J ABOUT 140 °C 1388 °C
fo . S=_ - R T i b
oo | Clarity: 10% Soi430 nm (in house) o
2 | abeabance NMT 0,078 0.050
| Sikdensity inhousey 1 i
Untapped 040+02 g/mL 043g/mL
Tappad (1260) 055402 gimL B 054/ mL
Particles % by weight NLT 80 % PASS THROUGH 80 mesh 91,43 % PASS THROUGH 80 mes!
i BACTERIAL ENDOTOXIN o o NMI7EU/img T (Ess THAN 0.85 EU i mg
l_'_"_ | TOTAL BACTERIAL COUNT - __ NMT 1000 CFU/ g __ LESSTHANIOCFU/g |
| 3% [ TOTAL YEAST & MOLD GOUNT i NMT 100 CFU/ LESSTHAN 10 CFU/ g
| Escherichia colf . SHOULD BE ABSENT /g ABSENT
| jen | Psoudoninas seruginosa SHOULD BE ABSENT / g ABSENT
| 47| Stephylocacsus aursus SHOULD BE ABSENT / g ABSENT
|| Samonetia spp. | SHOULD BE ABSENT 110 g ABSENT ]

“Tiie material compiles with the spagification as laid down in ISP-N

Vate: 11122025

{2} _indicates in House tests

7} _indlcates mierobial tests

GUALITY ASSURANCE REVIEW

e e,
ORCHEY PHARMA PV LT,

&

Prepared oy
Ms. Kaushika Rupapara (QC Officer)

F 2025 & In House Limits.

-

Al

g5

@i’u 5

Check & Approved by
Mr. Ravi Jani (QC Manager)

1CE - Rangoll, Gondal Read, Rajko! - 360 002, INDIA. Phone :-+91-281 2385731/32, Fax :+91-261 2365733 E-piail : inlo@orchev.cam m - WWW.DrCl
R‘; - Shapar Industiial Avea, Rajkof-Gondal Highway, Veraval, Dist Rajkot INDIA. Phose : -+31-2827-252114/15.  Fax : +91-2827-252413



ACCUPREC

EARGH LABS BT LT,
Ultimate :;t')lulim'l...
FDCA LICENCE NO. GTL/37/31
CIGLE, AAALAC, COSER 150 9005: 20015 AVUSH, BSIR, CDSCO, DUNS,
18, LISEA)

PAGE 1O 1

ERTIFICATE OF ANALYSIS
Fare 30 (Rule 1S0-E {f) - Report of test or analysis by approveil institution}
Raw Maiferial

Peoduei Naane

Ranitidine HOL

Pavty Name And Address

S

Orchev Pharma Pyi. Lid. - Raghop

Shdpar Imhu;tr\igi Area, Rajlot-Gondal Highway, Veraval, Dist, Rujleot, - 360024,

| M. Hy

Ovehey Phayma Pyt Lid, {Indin)

Edmit

Eml‘.‘m:lull‘r l‘;irm,c,r\i‘!' GI2s/1017 Testing Date S/ MZOIS (o 08/12/2025
Batch Ma. B R-(4917(1 1225 Document No. ARL/0133/2025
Mig. Daie 2025-12 Quy. Received 5.00 Gms
Exp. Irate NIA - Tesi Qty. 106 Gas .
Date OF Snmpife Receipi |)'l-!|2/2\'|£5 TR No. /A
Sample 1 } ARLJORC/12183/2025 telease Date U8-12-2025
o Tesis Test Guideline Acceptance Ohservalion LOD LO)

-
nitrosodimethy lanine
(NDMA)

Spo m: v wethod
20pph

Notmore than

Mot Deteeted

As such LOD:
0.520 nglg
W T LoD
17,33 uplp

As Sueh LOO:
1575 ngdgs
TWRTLOG:
S2.5n/y

| ( ‘onclusing: Tu tlie opinion of the uadersi

prescribed standards.

| Rewsrde ou behalf of Ovchey Pharma Pyt Lid,

v datd in tevm of NDOMA imparity vot available.

i, the sample referred lo above is uf standard quality aud complies with the

nfes of NBMLA af dhe tiine of release for information purpose anly.

Reviewsd liy Checleed By Authorized By
Tiziish Avviyn (681 2/2025) Anitu Pagel (U812724025) itesh Shah (R 202025)
Slanature v SIOALG V;

= EMIVOF REPORT

QUALITY ASSURANCE REVIEW
SIGN: Al

S -
pare,__ 09114 LS

ORCHEV PHARMA PVT. LTD.

petalte lists] oo fer ey o the
1 bbbty of o iy s
4 \||w|ﬂrd.mn and

ihy

iy the spomsor (08 Analysis unb:ss o

raples snd npplicobie pdﬂillnl)itl!‘ endprsement urlumluu is ety anferced nor unphied.

i wise sated.

clstomes eatainig (o above speeificd bl only and up to

e imvineil aount only

Bt Mg

| Raferemto SOP Mo [

Effective Dulc

Eahibit |01

[ T ARLSOPIGARST |

BAOIA025

Phammes,

ot

Gilnbal Business Office «

||.l||l}t‘ll|l_—)r lealhghwy,hr Matoda Patia, Po t M.Jlu(ia Ahmmiai}acl- WMJ Gu aral, Iﬂrhn
GOUMGETGY £ 191 G300019545 / +91 9008881028 Emal : info@accuprec.com Web | www,AteUpIec.con
Familtan, ON, Canada « Pittsburgi,

A, USA



Gedung Indra Senieaf Compasa Putih Unit R & S D1 Letjen. Suprapio Mo, 60 Jakarta Pusat 10520, Indonesia
Tol (4271} 426 5314, 526 8475 Fax, {6221) 421 0302 Website: viww.pharmametriciabs.co.id

Jakarta, 14 Oktober 2024

No : 20390QUOMKTX/2024

Perihal : Penawaran Harga Nitrosamine Impurity

Kepada Yth.

Ibu Julfriaeni

PT Mersifarma

No. sampel Parameter Uji Metode - — bfmuﬂj:,m 1% Lama Pengujian

1 Ranitidine Bahan Baku NDMA LCMS-MS 1 800.000 THK
2 Ranitidine Bahan Baku NDEA LCMS-MS 1 800.000 THK
3 Ranitidine Injeksi NDMA LCMS-MS 1 800.000 THK
4 Ranitidine [njeksi NDEA B LCMS-MS 1 800.000 THK
5 + Ranitidine:Tablsl NDMA - ¢ LCMS-MS 1 ' 800.000 THK
6 Ranilidine Tablet NDEA LCMS-M3 1 800.000 THK

* Timeline terhitung selelah mendapatkan ketersediaan Sample f logistik dari pihak sponsor

Approval Customer

Termin Pembayaran :
Pembayaran : 100% dari biaya penelitian dibayarkan setelah COAY final report dikiimkan ke Sponsor.

Mohon konfirmasi pada saat pengiriman sample, serta dapat dilampirkan form R.F.A sebagal pengantar sample

Note |
- _Penawaran ini berlaku 3 bulan sejak tangoal penawaran ini




