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@ ORCHEV PHARMA PVT. LTD. ﬁ-uzusmugasprcomao

BATCH NO.: R012PD0S24  AR.NO FGI2406032  MFG. DATE: MAY - 2024 T MFG. BY: ORGHEV PHARMA PVT. LTD.
BATCH SIZE (KG): 1600 CAS NO.: 86367-69-3  RETEST DATE: OCTOBER -2025 ~ MFG.LIC.NO. G/25/ 1017

Storage condition: Store the materiai in mmmhtmmmnwmowzs *C temperature. After usage tie the poly bamﬁghﬂywpmm l
mdair:ndmohtuw.awmonmdupmm- T S
"o, SPECIFICATION |
n 7eST ! RESULT
— White 1o pale yeliow practically odouriess WHITE, PRACTICALLY ODOURLESS
1 |Descoplen e crystaline powder | CRYSTALLINEPOWDER _
2 | Sowbity :’g_}'h:‘l’“‘b" in watef, sparingly sotuble in COMPLIES
Ao AT |
, . Ultraviolet Abso ]
5 | Mdentifcation <197> <197TM> 197U a8 | 4 solution of it meets the requirements of the COMPLIES
<191> | tests for Chiorides 1 U
2 | pH (11n 100) <791> 45 to 60 El 5.62
Chromatographic purity ( By HPLC )} <B21>
&) Ranitidine bis-compound(imp-B) NMT 0.3% 0.18 %
b) Ranitidine simple nitroacetamide NMT 0.1% NOT DETECTED
c) Ranitidine oxime NMT 0.1% NOT DETECTED
5 d) Ranitidine amino gicohol hemifumarate NMT 0.1% NOT DETECTED
o) Ranitidine diamine hemifumarate (imp-A) NMT 0.1% NOT DETECTED
f) RanRidine S-oxide (imp-C) NMT 0.1% NOT DETECTED
g} Ranitidine N-cxide NMT 0.1% I BELOW DISREGARD LIMIT
) Ranitidine complex nitroacetamide NMT 0.1% 1 NOT DETECTED
i) Ranitidine formaliehyde adduct NMT 0.1% NOT DETECTED
i) Major / Largest single unknow Impurity NMT 0.1% BELOW DISREGARD LIMIT
k) Total impurities NMT 0.5% 0.18 %
6 | Loss on drying <731> NMT 0.75% 025%
7 | Residue on iguition <281> NMT 0.10% . 0.039 %
8 | Assay ( Dry basis ) <621> G785 %-1020% = '
; = 1 Chioroform NMT 60 ppm T NOT DETECTED
] Ruldualsdvlﬂts(tf!.pprn).Aﬁ7> { 2. il NMT 5000 ppm | ,,_23..999'“
1¢ | Melting range {in nouse) ABOUT 140 °C 139.9°C
e ——
Cl ! :
¢ larity “0: Soln:430 nm (In house) NMT 0.075 0040
N IS R
Bulk density in house)
3" | Untapped 040+02 g/mbL 0.43g/mi
Tapped (1250) 0565+02 g/mL ) 054¢g/mb
4* | Paticies % by weight NLT 50 % PASS THROUGH 80 mesh 99.08 % PASS THROUGH BO mesh
; s s
1= | BACTERIAL ENDOTOXIN NMT 7 EU/mg LESS THAN 1.76 EU/mg !
Fid TOTAL BAC TERIAL COUNT NMT 1000 CFU /g [ LESS THAN10CFU/g
3% | TOTAL YEAST & MOULD COUNT “NMT 100CFU/g - LESS THAN 10CFU /g N
Escherichia coll - SHOULD BE ABSENT /g | ABSENT
4 W“WW SHOULD BE ABSENT /g ABSENT
aureus SHOULD BE ABSENT /9 ABSENT \
Saimonsila spp. SHOULD BE ABSENT /10Q | ABSENT {
mwnmptmwmwksum as laid down in USP-NF 2021 & in House Limits.
Date: 4 = ST 6‘2 "
27/05/2024 93\05\2‘” 1_4 0§ 17 1Y
™) _Indicates microbiai tests Preparad by Thecv & Approved by
Ms. Urvisha Pansuriya (QC Officer, fr rjesh Hapani (QC Manager)
me J ) T brl -
- Farfoochav Gharmalr ;'
T ;jmh., ‘ o
PHARMA PVT.LTD: N O JAYS yiren Patel
—_— L . ' Divaslor

OFFICE : Rangoli, Gondal Road, Rajkot ~ 360 002. INDIA Phona -+91-281 236573113 i
3 +91- 2, Eax :+91.281 2365733 E-matlinfo@orchev.com Wab:www.orchev.com
m?omh‘ _ Shapsr Industnel Ares, Rajkot-Gondal Highway, Versval. Dist. Rajkol INDIA Elnp -+91-2827-252114/15, Fax +81-2827-262113
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CERTIFICATE OF ANALYSIS |
Form 39 (Rule 150-F. (f) - Report of test ur analysis by approved institution)
Raw Material

Produet Name

Ranitidine NCT,

|

turfy Name Ao Address

Orchiev Pharma Pt Lid.

Rangoli.Gondal Road, Rajkot- 360002

|
-

A:‘,“}:. 3y Orchey Pharma Pyvt. Ltd. (India) |
Manntacturer Ficense No. G/25/1017 Testing Date 1B0S'2024 to 20/05/2024
Ratch N, R-0121'DD524 Doucument No. ARL 2R, 020
Aide Date 2024-05 Oty. Received S100 Cims
P ap. Date N/A Test Qty. 3,00 Gme
Daie OF Samijle Receipt 16/05/2024 TR Ko. N/A
Sample 1d ARL/ORC/MD4114/2024 Release Date er 05-20.4

™ \ T

SN - I-rsl\ Test Guideline Acceptance Observation LoD _1' LOQ

N Limil l
| N-pitroso-di- QC/FG/MOA! | NMT 320 ng/g | Not Detected Ag Such Lol As Such LOQ:
metliylamine (NDMA) R-HCL/ 0.520 ng/q 1.575ng/g
NDMA/0O] WRTLCY W.R.TLOQ:
17.33 ng/g 52.5ng/g

Conclusion: In the opinion of the undersigned, the sample referred to above i
prescribed standards.
Remarks on behalf of Orchev Pharma Pvt. Ltd.
1) Results of NDMA at the time of release for information purpose only.
21 Stability data in teri of NDMA implrity fiot available.

s of standard qualhy anu complies with the

Reviewed By

Chechedl By

M

Piyush Aeviya (2005.2024)

Bhasesh Parel (20052024)

vyl By

hy 204152024y

Sise Date

S grature vaig

O g by
£ Y e
. Pl -

Signalute ¢

Paly
»

== END OF REPORT =

e

SIGN:
DATE:

[QUALITY mumcﬁm

¥

' !,TD.

Note; 1
&

[ K he i ‘_i.lf:\ stad tel caly o the samples and applivable parametas, endomscioent of product is nesthe; ml'-'l;;u‘i vy naplicd - ;
sr l ts bt b o tabozator s Lmited 10 the supplicd ost samples by e cimiome periamsng to above specitiod baea fots an s e mvoieed ameusit
L |
D Snne drssn g ubimited fyodhe spessas o Anabvsis aniess wihiervise stated, J_

FORM L N Reference SO Nn | -I"‘.'".'Vl'll'“ ni"'a =

L vkt 10 ARLSOP/OAG4 | T

Vil
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SR
NO. IESY RESULT
1 | Description ' Whike 10 pale yeliow pracioelly odouricss WHITE, PRACTIGALLY ODOURLESS |
2 | Sokibity Wth.m-mm COMPUES
(nfrased Absomption, Ulsviolet Absorplion
= <wm=- <197> <197M> <107U> and s m:n of R e the requirements of the CONPLIED
M
4 | pH {1in 108) <791> 45 o 80 562 |
Chromatographic purity { By HPLG ) <621>
8} Ranltidine bis-compound(imp-B) NMT 0.3% 0.
b) Ranitidine simpls nitroacetamide HMT 0.4% 03';:1@
J - — e e
£} Rariiine diamine hemifumarsts (Imp-A) NN 0:1% ;
1 Raniidine S-oxide (imip-C) NMIT 0.1% NOT DETECTED
§) Ranitiine N-oxide NMT 0.1% BELOW DISREGARD LIIT
?mwm m&&‘ gm
1) Wajor / Largest single uniknown irnpurtty NMIT0.1% DISREGARD
| K Total impuriliss RMIT 0.5% o8 %
§ | Loss ondrying <731> NMT 0.75% 024%
7 | Reskiue o0 ignition <2815  NMT 0.10% 0.038 %
8 | Assay ( Dry busis )} 421> 07.5%-1020% 100.24 %
f : 1 Chioroform NIT 80 ppm 01 ppm
9 | Residual soivents { in pprt ) <467> 2. tnapeipyt eloiihol NMT 5000 ppm 241 ppmm
1* | Melting range (in house) ABOUT 140 °C 133 °C
o+ | Clary: 10% Sol430 n (i howas) NMT 0078 206
Buk density (in house)
3 | Unimpped 040402 gim 0489 /mi
Topped (1250) 055+02 g/mi 0.58 g /mL
4" _| Particles % by weight LY 90 % PASS THROUGH 80 mesh |  03.41 % PASS THROUGH 80 mesh
= :
>

®_
89 1ot )
& Approved by

006 o)

Ma. Urvishe (9C Oficen M. Rind Jasi {QC Manage
{
&) For.Crobey Piarma Pyt Add
& "5@ fyr— b .
T "‘“‘“‘% 3
N iren Pate!
TIGA BERIK e it
- Winly-wwe orchev.com
: - OO, TNDRA =»91-281 ;
mm‘mmmmuﬁ '-m mm Verovel Dist Rafct INDWA Phons Ean (+91-2027-252113
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Ulismate solyiiog.

FOCA LICENCE NQ. 611037751

LURA, IS SUREZ0T5, BYSH, (MK, LS, D,

Aot 00k >

{EDUn, :"'lﬂ..'\-'.:l_i'. CRUD-GLY, AP nl, o -
A Lug, Gl (B3, USFA) | PAGE 1 OF |
CERTIFICATE OF ANALYSIS
Form 39 (Rule 150-E (f) - Report of fest or analysis by approved institution)
. Raw Material
Product Name Ranitidine HCL |
Party Name And Address Orchiey Phiarma Pvi. Lud. - Rujkot
Sbhapar Industrial Area, Rajkot-Gondal Highway, Veraval, Dist. Rajkot, - 360 024.
Mfg. By Orchey Pharma Pvt, Ltd. (ladis)
Mannfacturcr License No. G/25n017 Testing Date 09/06/2025 to 10/06/2025
Batch No. R-005P D525 Document No. ARL/4749/2025
Mfg. Date 2025-05 Qty. Received 5.00 Gms
Exp. Date N/A Test Qty. 5.00 Gms
Date Of Sample Receipt 06/06/2025 TR No. N/A
A Sample Id ARL/ORCAIS578/2025 Releasc Date 10-06-2025
X o [
Sr.Ne Tests Test Guideline Acceptance Observation LoD LOQ !
Limit :
IIN- QC/FG/MOA/R- | NMT 320 ng/g | Not Detected As SuchLOD: | As Such LOQ:
nitrosodimethylamine HCL/NDMA/001 0.520 ng/g 1.575 nglg
(NDMA} W.R.T LOD: WR.T LOQ:
17.33 ng/p 52.5ng/g
Cenclusion: In the opinion of the undersigned, the sample referred to above is of standard quality and complics with the
prescribed standards, ;
Remarks on behalf of Orchiev Pharma Pyt. Ltd,
1) Results of NDMA at the time of release for information purposc only.
2) Stability data in term of NDMA impurity not available.
Reviewed Ry Chreekied By Auiborized By
Name Rohit Koshti (104)6/2025) Devegkumar Rasadiys (10/06/2025) Dr. Kalpesh Patil (10/06/2015)
Sign/Date Signature . Signaiure vajh Signalure
- e B =
A mammmamem END OF REPORT = r
S~
iuALITY ASSURANCE REVIBW
SIGN: :l"- I i' b‘_
pars. W lobt'S
ORCHEV PHARMA P\T. 17D, |
Nate:
1. The results lisied refer only to the samples and applicsbl i d ment of product is peithes wilerred nr implicd ]
2. Tutal tability of our laboratoty is limifed 1o the supplied lest samples-n-the Yrtdifing to above specificd batch only and up to the mvoiced amount oniy-
3. Sample drawn and submyitied by the sponsor for Antlysis unless ofherwi * ) |
Ehibit No féreuce A Effective Date
Exhibit _01 { ARLISOP/Q 03272025
k Fl L
Opp. Zydus Pharmez, Changodar - Bavla Highway¥y Mal JPosl: Matoda, Ahmedabad - 382213, Gujarat, India
Contacl : +31 9099616769 / +91 9908919545 / +01 il - info@accuprec.com Web | www.accuprec.com
Global Business Office « Hamitton—ONTanada » Pittsburgh, PA, USA
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i ORCHEV PHARMA PVT. LID. %’:«t_:-l:;4:;::;.l1sssprco1z4ao
CERTIFICATE OF ANALYSIS

PRODUCT: RANITIDINE HYDROCHLORI USP — POWDER (SUITABLE FOR INJECTION) (FORM-II

BATCH NO. : R-020PD0925 A.R. NO.: FG/2509087 MFG. DATE: SEPTEMBER-2025 MFG. BY: ORCHEV PHARMA PVT. LTD.
_| BATCH SIZE (KG): 1500 CAS NO.: 66357-59-3 RETEST DATE: FEBRUARY-2027 MFG. LIC.NO.. G/26/1017

Storage condition: Store the material in tight light resistance container below 25 °C temperature. After usage tie the poly bags tightly to prevent
access of air and moisture. Excursion allowed up to 40°C.

- TEST ICATION RESULT
1 | Descri White to pale yellow practically odourless WHITE, PRACTICALLY ODOURLESS
crphon crystafline powder _CRYSTALLINE POWDER
2 | Solubili :ﬁgh :;:Iubb in water, sparingly soluble in COMPLIES
. Infrared Absorption, Ultraviolet Absorption a
3 L"fé‘:’f"““’“ <197> <197M> ,<197U> and A solution of it meets the requirements of the COMPLIES
tests for Chlorides 3 _
4 pH (1 in 100) <791> 45 to 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
¢) Ranitidine oxime NMT 0.1% NOT DETECTED
5 d) Ranitidine amino alcohol hemifumarate NMT 0.1% NOT DETECTED
e) Ranitidine diamine hemifumarate (Imp-A) NMT 0.1% NOT DETECTED
f) Ranilidine 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
Ranitidine formaldehyde adduct NMT 0.1% NOT DETECTED
) Major / Largest single unknown Impurity NMT 0.1% BELOW DISREGARD LIMIT
k) Total impurities NMT 0.5% 0.19 %
6 | Loss on drying <731> NMT 0.756% 0.24%
7 Residue on ignition <281> NMT 0.10% 0.041 %
8 | Assay ( Dry basis ) <621> 97.5%- 102.0% 100.56 %
. . 1 Chloroform NMT 60 ppm NOT DETECTED
| ® Residual solvents (in ppm ) <467> 2. Isopropyl alcohol _ NMT 5000 ppm 213 ppm
1* | Melting range (In house) ABOUT 140 °C 1309°C j
.| Crarity: 10% Soin:430 nm (in house)
2 Absorbance NMT 0.075 0.050
Bulk density (In house)
3* | Untapped 040+02 g/mL 0.42g/mL
Tapped (1260) 055+02 g/mL 0.57 g/mL
4" | Particles % by weight NLT 90 % PASS THROUGH 80 mesh 92/33 % PASS THROUGH 80 mesh
1** | BACTERIAL ENDOTOXIN NMT 7 EU /mg LESS THAN 0.85 EU /mg
2% | TOTAL BACTERIAL COUNT NMT 1000 CFU /g LESS THAN 10CFU /g
F "I‘OTAL_YEAST )LD COUNT NMT 100 CFU /g LESSTHAN 10CFU /g
Escherichia coli SHOULD BE ABSENT /g ABSENT
P Pseudomonas aeruginosa SHOULD BE ABSENT /g ABSENT
Staphylococcus aureus SHOULD BE ABSENT /g ABSENT
Salmonehia spp. SHOULD BE ABSENT /10 g ABSENT
The material complies with the specification as laid down in USP-NF 2024 & In House Limits.
Date: @‘r "
HMH 29 09 29 Z‘H“\”’
{*]_indicates microbial tests Prepared by Check & Approved by
Ms. Kaushika Rupapara (QC Officer) Mr. Ravi Jani (QC Manager)
glA_.LITY ASSURANCE REVIEW
SIGN: "T?;EE—-
pare:__ 23\t Y ¥ e
ORCHEV PHARMA PVT. LTD. 7
2FF|I:£ : Rmooi Gondal Road, Trﬂ:aot - 360 002. INDIA. Phone :+91 90990 28899, Fax :+91-281 2365733 E-mail . info@orr chev.com Web : www.orchev.com
ACTORY - Shapar Industial Area, Rajkot-Gondal Highway, Veraval, Dist Rajkot INDIA. Phone : +91 -2827-252114/15,  Fax : +91-2827-252113
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CERTI

FICATE OF ANALYSIS

Raw Material

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

Product Name

Ranitidine- HCI

Party Name And Address

Orchey Pharma Pvi. Ltd. - Rajkot
Shapar Industrial Area, Rajkot-Gondal Highway, Veraval, Dist. Rajkot, - 360 024.

Mig. By Orchev Pharma Pvt. Ltd. (Indin)

Manufacturer License No. GAS/N07 ‘Testing Date 26/09/2025 to 29/09/2025

Batch No. R-020PD092S Document No. ARL/7975/2025

Mfg: Date 2025-09 Qty. Received 5.00 Gms

Exp. Date NIA Test Qty. 1.00 Gms

Didte Of Sample Recelpt 24/09/2025 TR Ne. NA |

Sample [d ARL/ORCA9543/2025 Release Date 29-09-2025

Sr.No Tests Test Guideline Accepiance Observation LOD | LOQ

Limit
PN QC/FG/MOA/R- | Not more than Not Detected AsSuch LOD: | As Such LOQ:
nitrosodimethylamine HCL/NDMA/001 | 320 ppb 0,520 ng/g 1.575 ng/g
(NDMA) W.R.T LOD: WR.TLOQ:
17.33 ng/g 52.5ng/p

prescribed standards,

Remarks on behalf of Orchev Pharma Pvt. Ltd.
1) Results of NDMA at the time of release for information purpose only.
1) Stability data in term of NDMA impiirity aot available.

Conclusion: In the opinion of the undersigned, the sample referred to above is of standard quality and copmplies with the

Reviewed By Checked By Authorized By
Name Fiyush Aeviyn (20/09/2025) Anita Patel (29/09/2025) Dr. Kalpesh Putll (29/09/2025)
Sign/Date Signature Signature | Signature vglid
axcuarngfics ssunggforrs.. et o
mmmsmese END OF REPORT ===
GUALIT ASSURANCE REVIEW
R
llcﬂz_%.gs——— -
gy
DATE: "
ORCHEV PHARMA PVT. LTD. | "
Note: |
1, The results listed refer only to the somples and applicable paramelcrs, endorsement of product is neither inferred nos implield.
2. Tota! liability of our lsbaratory is limited to the supplied test sampl by the « peraining o above specified baich anly and up to the invoiced amount only.
3. Sample drawn and submitied by the sponsor for Analysis unless otherwise slated.. i |
Exhibit No ileforce AUPNG Effective Date
Exhibit 101 £ ARLISOPIOARIR\ 0310212025

utzi ‘“::“ ) 't.-‘.?‘))
= ‘-‘t:

Opp. Zydus Pharmez, Changodar - Bavia Highway,
Contact : +91 9099616769 / +91 9909919545 / +91

A
Wa. Post : Matoda, Ahmedabag - 382213, Guijaral, India

23 Email : info@accuprec.com Web : www.accuprec.com

Global Business Office * Hamilton, ON, Canada » Pittsburgh. PA, USA




