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l. PRODUCT DESCRIPTION: Empty Hard Gelatin Capsules ------·-----,---------1 
Product Name: Hard Gelatin Capsules Shells four Reference: ___ _:-=-H_T_4....:C.c..T_B.:__.. ___ _,
_r���ing Batch Number: HC221841 Capsule Size: 4 ! Capsules Batch Numbe�:_J 1100224872
Manufacturigg Date: _____ Aug 2022 i Expiration Date: ______ ,_J'-u1_2....:0_2-'-7 ____ ---1 

_<:;�_Color Name: 1 Clear TR ! Body Color Name: i Clear TR 
Closed Joined length (mm): i 14.4 (Tolerance: ± 0.4) / Volume: 0.21 ml (Tolerance: Aoorox Capacitv)

12. Cap Composition: (in %) !3. Bodv Composition:
r Gelatin qsp 100 ! Gelatin 
1 Purified Water 14 -15 1 Purified Water
Due to the nature of raw materials, their sourcing, and technology improvements, the colorant composition data indicated 
are target values and actual values may vary to insure the consistency of lot color. We supports the expiry date if 
precautions for warehousing and transportation are observed (Recommended: 15ºC-30ºC and 35%-65% relative 
humiditv) 
4. In11redient/Reference: 1 C.I No. EEC No. ! Function ¡ Reference
Gelatin 
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_
---+-------=-=--= __;:_:_;:.c_ ___ !:.

Structu=r
_
-=e _ ___.¡-=Ü:..c::ScP_.NF _+Ph.Eur+IP+ACPL 

Purified Water i - - ! Ph.Eur+IP 
In Accordance with ICH Q3C guidelines, Class 3 solvents may be used according to good manufacturing pract1ces such 
that their cumulative value <loes not exceed 5000ppm or 0.5% under Option l as defined in ICH Q3C, USP-467 & 
Ph. Eur General Text 5.4. 
1 5.Characteristics: U nits Specifications ---·---+-__ R_e_s_u_lts __ --1 

! Identification of gelatin I Positive Pass 
lc-I_de_n_t1_·fi_c_at_io_n_o_f_T_i_0_2 ___________ .:, _--_ -_ -_ -_ -_ -_ -_ -_ -_,i_C_o_n_fo_rm_s_to_C_o_m�p_o_si_ti_� __ J, __ N_o_t _A�p_pl_ic_a_b_le_
1 Identification of dyestuffs ! Conforms to Compositi�!?: ___ J Not A�plicable 

-----' ·- ' 

¡ Identification of iron oxides ! Conforms to Composition i Not Applicable 
1-S-u-lp-h-at_e_d_a_sh ______________ , ___ o/c_o ---'¡ Less than 5

------- 1---Pa�s�s-*--�

i--Ar_s_en_i_c _______________ ,_--"p'--"p_m __ l Less_ than 1 I ___ P_as_s_* ___ 

�
L_e_a_d ________________ L._--"p'--"p_m __ i Less than 1 I ___ P_as_s_* __ __, 
Mercury ppm I Maximum 0.1 ppm Pass * 
Cadmium ppm ! Maximum O 5ppm Pass * 

¡ · -----·--·· -·· 
Pass* 

----';-______ _,
______ J, ___ P_as_s_* ___ 1

2:00 

¡ Sulphur dioxide ! ppm Less than 50
Lubricant content ! % Less than 0.5! 

Disintegration time i min/sec Less than 15:00
Loss on drying 1 

,·---··---·-----·-

% ! 13.0 to 16.0 15.0 
i ! -1-A_v_e_ra_,gc...e_w_e_1=-gh_t _____________ , ___ m-'=g'---_i 36.3 4_1_. 7 _____ --+--___ 3_9_.1 __ --1 

¡ Total Aerobic microbial count ,___ cfu_/_:g:::c.-__,_!_L_e_ss_t_h_an_5 _00 _________ .. ,---P_as_s __ __,
Escherichia coli i 1 Absent _in 1 gram ¡ Pass ¡ ----- '

! 1Salmonella species ! j Absent in 10 gram Pass 1 

Pseudomonas aeruginosa ' 1 Absent in 1 gram 
' Pass ' - -�----' 

Staphylococcus aureus 1 ! Absent in 1 gram
' Pass ' - ¡ 

1 ---··-

Total combined Yeast and Mold count 
1 ¡------- ! Pass' cfu / g ¡ Less than 100 !! 

*Process monitoring Data




