e | T ALVENTA PHARMA LIMITED |

| alventa | VILL. KISHANPURA, TEHSIL BADDI- NALAGARH ROAD, DISTT.- SOLAN (H.P) 174101 |

" Quality Control Department
CERTIFICATE OF ANALYSIS (FINISHED PRODUCT)

"ProductName | Sacufox-V 50 ~ [ARNoe. TF(?}ET_AEST
)iGeneric Name | Sacubitril & Valsartan Tablets H Sample Quantlty 1 60 Tablets i.
Batch No.. “TAGT60282 - i | Sample Recelved on | 16/03/2026
Batch Size: -‘WLac - — . | | Analysis Date 16/03/2026
‘Mifg Date. | 02/2026 o | Release Date 23/03/2026
:|_Exp. Date | 01@28_ - . Jl’a_geﬁ).:_ - ]Egi ofl
|—Sr._N(T|_ 'ﬁst—Par;meter— # Acceptance ce Criteria |_ T Result )
| 1 | Descrlptlon Brick red colour, elongated, biconvex | Brick red | colour, elongated, blconvex
‘ ‘ having scored line on one side and | having scored line on one side and
other side plam film coated tablet. ‘ other side plaln film coated tablet.
‘ 2. —'—Iﬁtflcat_ion_ " |In the assay, v, the principal peak in the ‘ Comphes —‘

| | chromatogram obtained with the test ‘
| | ‘ solution corresponds to the peak in the
| | chromatogram  obtained ~ with the | |

— | referencesolution. L T
| 3. | Average welght [309.00 mg + 3% 310.91 mg |
4 “Uniformity of weight | £ 5% of its average weight. | Min:30237 mg . Max: 31600 mg |
|___|__ ST PSR NS +1.64% ‘
| Dis Dlsmtegratlon B Not more than 30 minutes. | | 01 minutes 02 seconds : ‘
|__6- Asay e
‘ || Each film coated tablet contams ' Claim - | Limit | mg i % |
| “Sacubitel "~ 24m mg | Between 90.0 % to 110.0 % of 2412mg | 100.49%
| | | labeled amount. ‘ ‘
| Between 21.6 mg to 26.4 mg | !
| Valsartan P ~ 26mg |B Between 90.0 % t0 110.0 % of | ‘ 25.90 mg ‘ 99.61% |
| | (As sodium salt complex) ‘ labeled amount. ‘ |
| Between 23.4 mg to 28.6 mg |
I | noodmelp > L
| 8 ) Microbial Limit Tests:
| a. | Total aerobic microbial count ‘ I NMT 1000 cfu/g 30 cfu/g
|_ b -Y_To_tal_yea_st a_nd_modld_conﬁlt o | NMT 100 cfu/g o ‘ Less than 10 cfu/g
et _lwﬁmmﬂi__:B@{_______J

— e
Remarks: The above test parameters are complies/ not-eomptlics as per IP/BP/USP & In-House Specification

‘_Pa;tic_ulag I "‘__ Prep;'edB; - _J Checked_By— |I - Approvetl By_

[N?f_T__,___Lga@ﬁﬁgﬁf__,_r___ﬁhf@f__ [Spom g |
E@mmi___i_ﬂyiﬁ;;;Tﬁduﬁg____SCJLLEC_J
| Signature R _Q | e ___i = |
| Pate t_é”Ti_,_' sl | 2] e\

Format No.: SOP/QC/029/F02 -01



