Bagian : QC Due Date : 30 Juni 2026

ANALISA PERMINTAAN JASA Tanggal : 20 Mei 2026
Noi| Kade: Barang s BTG Satiian Stobf Rencana Kekurangan Pe.ndlng Tl Reahsgsn Realisasi
Saat Ini (A)| Kebutuhan (B)| (A-B + C) | Penerimaan (C) Pembelian |Penggunaan

Jasa Analisa NDMA Obat Jadi
1 IMO10028 Ranitidine Injeksi Js 0 2 -2 0 2 0 0

Jasa - Analisa NDMA-Bahan Baku

Ranitidine HCI Js 0 3 -3 0 3 0 0

2| IMO10028

Jasa Analisa NDMA Batch
w [ ANEeRIS Kompetitor Berno Ranitidine Injeksi d 0 L 4 0 1 0 0

Catatan :

- Jasa penguijian cemaran NDMA untuk pengujian produk jadi Ranitidine Injeksi, bahan baku Ranitidine HCI dan Kompetitor Berno Ranitidine Injeksi, dengan No. Batch :
- Obat Jadi Ranitidine Injeksi :
1. D41646
2. D50048
- Bahan Baku Ranitidine HCI
1. R-020PD0925
2. R-005PD0526
3. R-012PD0524
- Batch Kompetitor Berno Ranitidine Injeksi
- 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 V1, Sehingga
diperiu dilakukan pengujian secara eksternal.

- Pengujian tersebut merupakan parameter spesifikasi produk jadi Ranitidine injeksi dan bahan baku Ranitidine HCI.

- Pengujian dilakukan dilakukan di PT. Omega Medika Farma Laboratori

Terlampir spesifikasi produk dan penawaran harga.

Dibuat Mengetahui

N (ung




E E} , SPESIFIKASI BAHAN AWAL REg2ots
. mersi RANIFIDIN HIDROKEORID A Lhictment \o
T MERSIFARMA TM. RAW MATERIAL SPECIFICATION RD.02-SBA/082.02
DIVISI MANUFACTURING RANITIDINE HYDROCHLORIDE Falid Date
SUKABUMI-INDONFESIA DEPARTMENT SECTION
RESEARCH AND DEVELOPMENT ANALYTICAL DEVELOPMENT
Disusun Oleh : Diperiksa Olen : Disetujui Oleh :
Prepared by Checked by : Approved by :
Changed No
N : $2 ) RD.02-SBA/092.01
sl L A S "‘:\'L
: el i JA’.W Date
Ita Aryani Juwita Ristian| : . 27" October 2023
AD Staff AD Supervisor AD Manager Head of R&D QA Manager
ate . % ‘_a'r Date : =f7/;;'L‘/-' Date: !n !’;;1:’! Date: =2 -";-’,?"'" Date: 2z 'sa "
SUsuT <0.75%
PENGERINGAN™
LOSS ON DRYING
SISA PEMIJARAN® <0.1%
RESIDU ON IGNITION
.
K_.URNIAN Nama Batas (%)
KROMATOGRAFI" Name Limit (%)
CHROMATOGRAPHIC e .
PURITY Ranitidine bis-compound 0.3
Cemaran lain 0.1
Other Impurity )
Total cemaran 0.5
Total Impurity '
PENETAPAN KADAR" | 97.5 % - 102.0 % Cy3H;,N,05S.HCI dihitung terhadap zat kering.
ASSAY 97.5% - 102.0% C ;3 H 3, N, O 3 8. HCI calculated on the dried basis,
ENDOTOKSIN < 7.0 EU/mg
BAKTERI" (Jika digunakan untuk produk steril) _
BA (;.{ ERIAL (If use for sterile product) b
EN TTOXIN
N-f-.“ S*320"g/gu
VITROSODIMETILAMIN
'NDMA) 2=
NADAH DAN Dalam wadah tertutup rapat.
’ENYIMPANAN" Preserve in tight containers.
’ACKAGING AND
‘TORAGE

'EJARAH PERUBAHAN

{ISTORY OF CHANGE
. 2RD20/SPBAA/092.00

: 1. Menggantikan no. 3VAQQ/SPSBB/092.00B.2.

Replaced no 3VA00/SPSBB/092.00B.2.

¥
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SPESIFIKAS! PRODUK OBAT JADI #h S
PRODUCT SPECIFICATION OF ’ . SPDJ/00246.01
m . RANITIDINE INJEKSI 50 MG/ 2 ML [Jocument No
mersi (1PJ00246) Tanggel Dokumen | - '
RANITIDINE INJECTION 50 MG/ 2 ML [Pt ‘78 JAN 206
PT. MERSIFARMA TM (IPJ00246) S~
SUKABUMI - INDONESIA |Menggantikan No.
. SAOJ/00246,00
Supersedes no
[N-Nitrosodimetilamin - 0.48 ppm ~ 24 ng/ampul
{NDMA)®
|V-Nitrosodimetilamin - 0.48 ppm ~ 24 ng/ampoule
(NDMA) ©
UJI MIKROBA Sterilitas® " Steril ~ m—
Microbial tests Sterility ™ . Sterile j
Endotoksin bakteri'’  : Maks. 7.0 EU/ mg . I
Bacterial endotoxin'” - NMT 7.0 EU/mg
PENGEMASAN PRIMER (Primary Packaging)
JENIS KEMASAN |Dalam ampul amber 2 mL
Packaging Type Package into ambsr ampoule 2mL
UKURAN KEMASAN |2 mL
Packaging Size 2mL
mL
SEKUNDER
(Secondary Packaging) |FB @ 10 Ampoule @ 2 mL
[KONDISI PENYIMPANANSimpan di bawah suhu 30°C, terlindung dari cahaya
Storage Stored below 30°C and protected from light
UMUR OBAT 2 tahun
Shelf Life 2 years
DOKUMEN TERKAIT -
lRe.fatsd Documents -
|RIWAYAT PERUBAHAN
Changes History
No. Dokumen Tanggal Berlaku Deskripsi Perubahan
No.
’ Docurnent No Effective Date Changes Description
00 2RD10/SPSPG/296 01 3410312022 |SPOJ yang beriaku saat ini
Current SPOJ
1 SP0OJ/00246 00 41972025 |1, Perubahan format baru mengfcu pada

FUP No. 512/MFGIRD/PPIVI25
New format changes reffering to| FUP No

512/MFG/RD/PP/V/25
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AAQ-OOL.
ORCHEV PHARMA PVT. LTD. ;

CERTIFICATE OF ANALYSIS

ER (SUITABLE FOR |

N :1S0 9011 : 2015 Company

IN - U24231GJ1988PTC012430

ECTION) (FORMAI)

pare:__ 22 \e3L Y

ORCHEV PHARMA PVT. LTD.

PROD : RAN Y C IDE USP -
BATCH NO. : R-020PD0925 A.R. NO.: FG/2509087 MFG, DATE: SEPTEMBER-2026 MFG. BY: ORCHEV PHARMA PVT. LTD.
.| BATCH SIZE (KG): 1500 CAS NO.: 66367-59-3 RETEST DATE: FEBRUARY-2027 MFG. LIC. NO: G 12611017
|
Storage condition: Store the material in tight light resistance container Delow 25 -C temperalure. After usage tie the poly bags tightly to prevent
access of air and moisture. Excursion allowed up to 40°C.
NO. Iest SPECIFICATION RESULT
1 . White to pale yellow practically odourless WHITE,|PRACTICALLY ODOURLESS
Description crystalline powder CRYSTALLINE POWDER
2 | Solubility \.Igh:?mbh in walter, sparingly soluble in COMPLIES
. s infrared Absarption, Ultraviolet Absorption and
3 | e <197> <197M> <187U> and A solution of it meets the requirements of the COMPLIES
tests for Chlorides
4 | pH(1in100) <791> 45 1o 6.0 5.61
Chromatographic purity ( By HPLC ) <621>
a) Ranitidine bis-compound(imp-B) NMT 0.3% 0.19 %
b) Ranitidine simple nitroacetamide NMT 0.1% NOT DETECTED
c) Ranitidine oxime NMT 0.1% NOT DETECTED
5 d) Ranitidine amino alcohol hemifumarate NMT 0.1% NOT DETECTED
&) Ranitidine diamine hemifumarate (Imp-A) NMT 0.1% NOT DETECTED
f) Ranitidine S-oxide (imp-C) NMT 0.1% NOT DETECTED
g) Ranitidine N-oxide NMT 0.1% BELOW DISREGARD LIMIT
h) Ranitidine complex nitroacetamide NMT 0.1% NOT DETECTED
i) Ranitidine formaldehyde adduct NMT 0.1% NOT DETECTED
j) Major / Largest single unknown Impurity NMT 0.1% BELOW DISREGARD LIMIT
k) Total impurities NMT 0.5% 019 %
6 | Loss on drying <731> NMT 0.75% 0.24 %
Residue on ignition <281> NMT 0.10% 0.041 %
8 | Assay ( Dry basis ) <621> 97.5%-102.0% 100.56 % ]
. 1 Chioroform NMT 60 ppm NOT DETECTED
9 | Residual solvents (in ppm ) <467> 2. Isopropyl aicohol  NMT 5000 ppm 213 ppm |l
1* | Meiting range (In house) ABOUT 140 *C 139.9°C
Clarity: 10% Soin:430 nm (In house)
2 Absorbanc NMT 0.075 0.050
Bulk density (In house)
3* | Uniapped 040+02 g/mL 042g/mL
Tapped (1260) 055+02 g/mL 057g/mL
4" | Particles % by weight NLT 90 % PASS THROUGH B0 mesh 92.33 PG PASS THROUGH 80 mesh
X
1** | BACTERIAL ENDOTOXIN NMT 7 EU/mg ESS THAN 0.85 EU/ mg
2** | TOTAL BACTERIAL COUNT NMT 1000 CFU / LESS THAN 1I0CFU /g
3 WTAL'YEAST&MOLD COUNT NMT 100CFU /g LESS THAN10CFU /g
Escherichia coll SHOULD BE ABSENT /g ABSENT
4o Pseudomonas aeruginosa SHOULD BE ABSENT /g ABSENT
Staphylococcus aureus SHOULD BE ABSENT /g ABSENT
Salmonella spp. SHOULD BE ABSENT /10 g ABSENT
The material complies with the specification as laid down in USP-NF 2024 & In House Limits.
Date: 29/09/2025 @T |'
D 2910929 ST 35
() indicates microbial tests Prepared by Check & Approved by
Ms. Kaushika Rupapara (QC Officer) Mr. Ravi Jani (QC Manager)
QUALITY ASSURANCE REVIEW
BIGN: -

OFFICE : Rangoli, Gondal Road, Rajkot - 360 002. INDIA. Phone :+91-90990 28899, Fax :+91-281 2365733 E-mail : in
. - A : - : info@orchev.com Web : www.orchev.com
FACTORY : Shapar Industrial Area, Rajkot-Gondal Highway, Veraval, Dist. Rajkot INDIA. Phame : +91-2827-252114/15. Fax : +91-2827-252113
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PAGE 1 OF I
CERTIFICATE OF ANALYSIS
Form 39 (Rule 150-F. () - Report of test or analysis by approved institution)
Raw Material
Product Name Ranitidine- HCI
Party Name And Address Orchey Phurma Pvt. Ltd. - Rajkot
Shapar Industrial Ares, Rajkot-Gondal Highway, Veraval, Dist. Rajket, - 360 024.
Mig. By Orchev Pharma Pvt. Ltd, (India)
Manufacturer License No. G807 Testing Date 26/09/202% to 29/09/2025
Batch No. R-020PD0925 Document No. ARL/7975/2025
Mig. Date 2025-09 Qty. Received 5.00 Gms
Exp. Date NIA Test Qty. 1.00 Gms
Date Of Sample Recelpt 24/09/2015 TR Ne. N/A
Sample [d ARL/ORCA9543/2025 Relense Dale 29-09-202%
SuNe Tests Test Guideline Acceptance Observation LOD LOQ
Limit
1 N- QC/FG/MOA/R- | Not more than Not Detected As Such 1.OD: As Such LOG:
nitrosodimethylamine | HCL/NDMA/001 | 320 ppb 0.520 ng/g 1.575 nglg
(NDMA) W.R.T LOD: W.R.T LOQ:
17.33 nglg 52 50g/p
Concluslon: In the opinion of the undersigned, the sample referred to above Is of standard quulity and complies with the
prescribed standards,
Remarks on behall of Orchev Pharma Pvt. Ltd.
1) Results of NDMA at the time of release for information purpese only.
2) Stability dats in term of NDMA impurity not available.
Reviewed By Chocked By Auhorized By
Name Piyush Aeviyn (29/09/2015) Anila Patel (29/09/2015) Dr. Kalpesh Pudll (20/09/2025)
Sign/Dute Sigriature Signatura Sig
m@% d{.‘;, W_{ﬂ:'
Laoasien Lucaben P D4 @

i
19 icﬂ T F

DATE
ORCHEV PHARMA PVT. LTD.

Nate:
1. The resulls listed refer oulymmenmplu and applicable parametcrs, endorsement of procuuct is neither inferred nor imphicd
2. Tota liability of our lab Y is limied o the lied test samples by the pertaining In above specified batch only and up lo the infoiced amount only.
SSmpkmwsuhnlwhlhmrfoMndymmm d., ;
Exhibit No Effective Dnie
Exhibit _01 03/0212025

Opp. Zydus Pharmez, Changodar - Bavla Highway, \ Watad8Patia, Posl : Matoda, Ahmedabad - 382213, Gujarat, India
Contact : +31 9099616769 / +91 9909919545 / +91 9099987023 Email : info@accuprec.com Web : www.accuprec.com
Global Business Office * Hamilton, ON, Canada » Pittsburgh, PA, USA
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AN ISO 92001

ORCHEV PHARMA PVT. LTD. ——

CIN-U24231GJ19BBPTCD12430

‘t,‘r.

120315 Company

MFG. 8Y;

PHARMA PVT. LTD.

BATCH SIZE (KG): 1400 CAS NO.: 66357-832 RETEST DATE: OCTOBER-2028 MFG. LIC. NO.: G}/ 28 7 1017
lcohot, |
Identification <1 07M> <107U> Infrared Absorption and
3 { s <i9r> <t ~<197U> and :::ndlmquho COMPLIES 1
4 | pH(1in 100) <791> 45 o 80 562
———d
Wmtwmiﬂb
8) Raniding bis-compound(imp-B) NMT 0.3% 0.18 %
b) Ranitidine simple nitrogostamide NMT 0.1% NOT DETECTED
C) Raniticine oxime NMT 0.1% NOT DETECTED
5 d) Ranitidine amino sicohol hemifumarate NMT 0.1% NOY DETECTED
) Ranitidine dissnine hermifurmarate (imp-A) NIMT 0.1% NOT DETECTED
f) Ranitidine S-oxide (imp-C) NMT 0.7% NOT DETECTED
%) Ranitidine N-oxide NMT 0.1% BELOW DISREGARD LIMIT
hj Ranitidine compiex nitroacetamide NMT 0.1% NOT DETECTED
i) Ranitidine formaldahyde edduct NMT 0.1% NOT| DETECTED
1) Major f Largest single uniknown Impurity NMIT 0.1% BELOW DISREGARD LIMIT
k) Total impuriies NMT 0.5% 018%
€ | Loss on deying <731> NMT 0.75% 1.24 %
7 | Rasidue on ignition <281> NMT 0.10% 0.038 %
8 | Assay ( Dry busis ) <t21> 07.5%-1020% 100.24 %
1 Chioroform NMT 80 ppm 01 ppm
9 WM{hm]ﬂb 2. lsapropy! aicohol NMT 5000 ppm e
1* | Meiting range (in house) ABOUT 140 °C 1883°C
o+ | Clarity: 10% Solr:430 nm (In house) NMT 0.075 D.043
Buk density (In house)
3" | Untapped 040+02 g/mL 0469/ mL
Tapped (1250) 055+02 g/mi 0.80 g/ mL
4* | Particles % by weight NLT 80 % PASS THROUGH 80 mesh 93.41 % PASS THROUGH 80 mesh
1* | BACTERIAL ENDOTOXIN NMT 7 EU/ mg LESS 085 EU/
ST 0 Cry [ESS THAN 10 GFU/
1 ' LESS 10 g
o Lot 1Y
by Check & by
Ma. Urvisha Pansurlya (QC Officer) Mr. Ravi Jani {QC Manager)
{’J C"-;'k) —, o Far.Orebey Fiharma Pyt lad
s - viren Patel
: BMARMA PVT. LTD.
TIBA BRI b M Niracton
- 380 002. OMA Phang +91-201 206ST31/32, B 1491281 23886733 Wialirwww.orchev.com
oFPiIcE maﬁ-l-t.lll-l Disl. Rafect INDIA Phone +01-2827-252114MS,| Eax :+91-2827-252113
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CERTIFICATE OF ANALYSIS

Raw Malterial

Form 39 (Rule 150-E (f) - Report of test or analysis by approved institution)

Product Name Ranitidine HCL
Party Name And Address Orchev Phurma Pyt. Lid. - Raujkot
Shapar Industrial Area, Rajkot-Gondal Highway. Veraval, Dist. Rajkot, - 360 024,
Mfg. By Orchey Pharma Pyvt. Ltd. (Indin)
Manufacturer License No, G/25/1017 Testing Date 19/06/2025 tp 10/06/2025
Batch No. R-005PDOS25 Document No. ARL/4749/2p25
Mfg. Date 2025-05 Qty. Received 5.00 Gms
Exp. Date N/A Test Qty. 5.00 Gms
Date Of Samplc Receipl 06/06/2025 TR No. N/A
Sample Id ARL/ORCNIS578/2025 Release Date 10-06-2025
Sr.No Tests Test Guideline Acceptance Observation LOD LOQ
Limit
| N- QC/FGMOA/R- | NMT 320 ng/g Not Detected As Such LOD: As Such LOQ:
nitrosodimethylamine HCL/NDMA/001 0.520 ng/g 1.575 ng/g
(NDMA} W.RT LOD: W.R.T LOQ:
17.33 nglp 52 Sng/g
Conclusion: In the opivion of the undersigned, the sample referved to above is of stundard quality and complics with the
prescribed standards. *
Remarks on bebalf of Orchev Pharma Pvt. Ltd,
1) Results of NDMA at the time of release for information purposc only.
2) Stability data in term of NDMA impurity nod available.
Reviewed Ry Cheekicd By Authoyized By
Name Rohit Koshti {10A6/2025) Devenkumar Rasadiys (10/06/2025) Dr. Kalpesh Tatil {FHM6/2023)
Sign/Date Signalure . Signalure va Signaiura v
ez END OF REPORT
| iuALI (Y ASSURANGE REVIRW {, o

r—— 2 1B -\ﬁ?}"‘; ~

oare__ 106"V T KTF

ORCHEV PHARMA P''T. 1 TD. o siea) 14
Nole:

I The resulis lisied refer only to the sumples and appheable parameiers. endorsement of product is veither wiferred nor implicd

hd amouni only,

2 Toual liability of our laboratory is limiled to the supplied losi samples by the I iertaiihg to above specified batch only and up to the invoied
3. Sample drawn and submitied by the sponsor for Analysis unless otherw 9
Exhibit No ferrnee . Effective Date
Exhibit I_01 | ARL/SOPQARY) { 0310272025
f H

QOpp. Zydus Pharmez, Changodar - Bavla Highway)
Contacl . +31 9099616769 / +91 9909919545 / +91
Global Business Office « Mamitton ON"

Mato '

031 Matoda, Ahmedabad - 382213,
il info@accuprec.com Web : www.gccuprec.com
anada » Pitisburgh, PA, USA

Gujaral, India




AN ISO 9001 : 015 Company
= ORCHEV PHARMA PVT. LTD.
CIN-U24231GJ1088PTC012430
BATCH NO. : R-012PD0B24 A.R. NOD.: FG/2408032  MFG. DATE: MAY - 2024 MFG. BY: ORGHEV PHARMA PVT. LTD.
BATCH SIZE (KG): 1500 CAS NO.: 66357-69-3  RETEST DATE: OCTOBER - 2028  MFG. LIC. NO.: G/ 25/ 1017
Storage condition: Store the matenial in tight ight resistance container bejow 25 'C temperature. After usage tie the poly bags tightly to prevent
acoess of air and moisture. Excursion aliowed up to 40°C.
oy TEST SPECIFICATION RESULT
NO. I e e
1 | Descripto White to pale yellow practically odouriess WHITE, PRACTICALLY ODOURLESS
" crystailine powder CRYSTALLINE POWDER |
2 | Soiubiity Ver sl ., Spariagly sokuis in COMPLIES
Infrared Absarption, Ultraviolet Absorption and| -
§. | Seicaion <10TE=RTNR A 0 A solution of it meets the requirements of the COMPLIES
tests for Chiorides |
4 | pH(1in 100) <791> 45 to 60 562
Chromatographic purity { By HPLC ) <621> |
a) Ranitidine bis-compoung({imp-B) NMT 0.3% ! * 0.18 %
b) wmmnﬁmﬁm&m NMT 0.1% NQT DETECTED
¢) Ranitidine oxime NMT 0.1% NQT DETECTED
5 d) Ranitidine amina alcohol hemifumarate NMT 0.1% NGT DETECTED
) Ranitidine diamine hemifumarate (Imp-A) NMT 0.1% NOT DETECTED
f) Raniidine S-oxide (imp-C) NMT 0.1% NGT DETECTED
g) Ranitidine N-oxide NMT 0.1% BELOW|DISREGARD LIMIT
h) Ranitidine complex nitroacetamide NMT 0.1% NAT DETECTED
i) Ranitidine formaldehyde adduct NMT 0.1% NQT DETECTED
i) Major / Largast single unknown Impurity NMT 0.1% BELOWI|DISREGARD LIMIT
k) Total impurities NMT 0.5% 0.18 %
6 | Loss ondrying <731> NMT 0.75% 0.25 %
7 | Residue on ignition <281> NMT 0.10% 0.032 %
8 | Assay ( Dry basis ) <621> 97.5 % - 102.0 % | ees3%
. . 1 Chloroform NMT 80 ppm NOT DETECTED
8 | Residual solvents ( in ppm ) <467> 2. sopropy! aicohol NMT 5000 ppm 289 ppm
1* | Melting range (In house) ' ABOUT 140 °C ) 139.9'C
. | Clarity: 10% Soln:430 nm (In house)
2 | e NMT 0.075 0.040
Bulk density (In house) B
3" | Untapped o | 040+02 g/mL D43 g/ mL
Tapped {1250) ' 056+02 g/mL n.54g/mL
4* | Particies % by weight NLT 90 % PASS THROUGH B0 mesh 99.06 % PASS THROUGH B0 mesh
1
1" | BACTERIAL ENDOTOXIN NMT 7 EU/mg LESS THAN 1.76 EU/ mg
2" | TOTAL BACTERIAL COUNT NMT 1000 GFU / LESS THAN 10 CFU /g 1
T 'I_I;_OTALYEAST&MW.BGOUNT NMT 100 CFU /g LESS [THAN 10 GFU/ g
scherichia coll SHOULD BE ABSENT/g ABSENT
e | DhStiimonas sniyinost SHOULD BE ABSENT /g ABSENT
Staphylococcus aureus SHOULD BE ABSENT /g ABSENT
Saimonelia spp. SHOULD BE ABSENT /10 g ABSENT
The matarial complies with tha specification as laid down In USP-NF 2021 & in House Limits.
Date: 27/05/2024 ,ﬂ\og,\:m gg.s\'u
=) indicates microbial tegls Prepared by Checlf & Approved by
Ms. Urvisha Pansuriya (QC Officer) .o w\ M; Brijesh (ac Mlmgar}
CGAUALITY ASSURANCE REVIEW = %
: - -~;‘- f..:) )/ e N For,loijev Poani
m.P—&‘—_- L_,. *‘""""d‘\h . [
oave. 23 lnci2y - b g N P
ORCHEV PHARMA PVT. LTD. ; "{"LH. e ANDL Viren Patci
Diratto

OFFICE : Rangoli, Gondal Road, Rajkot - 360 002. INDIA Phane :+81-281 2385731/32, Eax :+91.281 2385733 E4mall:t
rfo@lorchev.com YWal www. orchev.com
FACTORY : Shaper Industrisl Area , Rajkot-Gondal Highway, Versval. Dist Rajkol INDIA Phone :+91-2827-252114/15, Eax :+91-2827-252113




)
-

2% ACCU ic

RESEARCH
REDEFINE

PAGE 1OV 1

ES
ED

- CERTIFICATE OF ANALYSIS
i Form 39 (Rule 150-F () - Report of test ur analysis by approved institution)
Raw Material
Product Name Kanitidine HC'1,
Fanty Name And Address Orchey Pharma Py, Lid,
Rangoli.Condal Road..Rajkot- 360002
M #a Orchey Pharma Pul. Ltd. (India)
Manulucturer [ icense No, G28N017 Testing Date 18/05/202 10 20/05/2024
Ratch Mo, R-012I'"D0524 Document No, ARL/358¢/2024
S, IRate 12405 Oty. Received 5.00 (ms
Lap. Date N Test Quy. 3.00 Gms
Date OF Sample Receipt” 16/05:2024 TR Mo, N/A
Sample Id ARLJORCHO4114/2024 Release Date .| 20-05-2024
SeNo Tests Test Guideline Acceprance Ubservation LOD LOQ
Limit
| N-nitroso-di- QC/FGIMOA! | NMT 320 ng/g Not Detected As Such LOD -As Such LOQ:
methylamine (NDMA) R-HCL/ 0.520 ng/g 1.575ng/ly
NDMAO)IL W.R.TLOD: W.R.T LOQ.
17.33 ng/g 52.5ng/g

Conclusion: In the opinion of the undersigned, the sample referred to above is of standard quality and cqmplies with the
prescribed standards.
Remarks on behalf of Orchev Pharma Put, Ltd.

{ 11 Results of NDMA at the time of release for information purpose only.
2} Stability data in term of NDMA impurity not available,

Reviewed By Checked By Auhorized By
Namwe Pivush Aeviva (200052024, Bhusesh Pare) 12BA%72024) Jinkpl Jdshi (20052024)

Rize Date CLgnate Sgralure « Symatiies gk
b omer, o vt B o L gt B P W e

wrssmmmne END OF REPORT s o

— ¢ - E—
M—
QUALITY ASSURANCE REVIEW
SIGN: & LY e
20los\2Y P i
DATE: - 3 i | oo heiony "
e — s . . ;r‘ it . e Y
ORCHEY FiirRisA ! T 1TE, .oie, 8D
oD
(4 »
Ny
! ! Tha sl fisiad 1 caly o the swnp'c - and applicable parametors erdorsciaenl of product is neither mlerred e mplied
‘ o P diabingy f o faboraion s i Lesitea o tha supplicd 1o samgls by e customey Pertaming toabove saecificd tpe only g0 e tefihe o oroe] anmaasi
oo wie drasn G sabiiaig o P e o Andysis unse ailiernisg stated
l- TORMNE Ny Reference SUP Ny Effectn s Dasp
i Lakibit |_tiw ARLSOP/ QA7 23112013
i aloa Fubie Por Matoa Ak edzbad - 28 S Carsl ngla
: “Hh T3 Eme Woluly i win "ak AV aUCLDIEL L
i i, e . L Lnadn e Pittsk e g A IRA
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FODHGY FARME LAUDIATOR

No.
Hal

1 241/V/IB/IMEA/26
: Penawaran harga uji NDMA

Kepada Yth
Ibu Anna
PT Mersifarma

Jakarta, 20 Mei 2026

Bersama ini kami sampaikan penawaran harga untuk penguijian yang diminta sebagai bérikut

Nama . Metode Jumiah | Biaya Regulpr | Biaya Urgent
No. Sampel Pengujian Analisis Referensi sampel Exclude PPN | Exclude PPN
Sediaan Rp 800.000 Rp 1.200.000

1 padaticar NDMA LC-MS/MS | FDA/BPOM | 50 mL/10 g (5 HK) (3 HK)

|
Term dan kondisi :

1. Lama waktu analisa sampel dihitung sejak sampel dan PO diterima Pihak Omega
Mohon informasikan kandungan analit (jika sampel produk jadi) jika tidak ada di lab¢
Mohon informasikan spek/syarat dan atau CoA sampel

Penguijian akan dikerjakan setelah sampel dan PO kami terima
Penagihan akan dilakukan berdasarkan jumiah sampel/PO yang diterima

Cara pembayaran 100% setelah invoice diterima
Penawaran berlaku untuk masa 1 ( satu ) bulan sejak tanggal penawaran
Mohon mencantumkan No Penawaran pada PO.
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Demikian penawaran ini kami sampaikan, mohon PO dapat dikirimkan melalui email ke

admin@omegaresearch.id dan finance@omegareasearch.id

Atas perhatiannya kami ucapkan terima kasih.

Hormat kami,
PT Omega Medika Farma Laboratori

apt. Siswati Ika Daliana, S.Farm

Manager Teknis

PT. OMEGA MEDIKA FARMA LABORATORI
Office : JI. Raden Saleh Raya No. 4 Jakarta Pusat 10430 telp. 021-3903501-319236099
Laboratorium : JI. Kramat Raya No.61A Jakarta Pusat 10450 Telp. 021-3905831-3905813

Email : admin@omeagaresearch.id

Sertakan juga placebo untuk pertama kali pengujian/perubahan formula sejumlah 20 g/ 50 mL




