Computation of Ceiling Price based on October, 2023 Data under DPCO, 2013

Number of Companies consisting of Market Share of 1% & Above 5
6.5.1 & Amphotericin B Injection 50mg/vial Each Vial Sum of MAT value considered for price calculation (in Lakhs) 8,158.99
6.9.2.1 Liposomal (5T) Sum of PTR per unit considered for price calculation 33541.37
Number of Packs considered 6
Average PTR 5590.23
Current Ceiling Price 9295.41 Each Pack Add : 16% Retailer Margin 894.44
Maximum Per ible PTR 8013.28 Ceiling Price (without GST) 6484.66
(S.0. 1548(E) dated 26.03.2024) % Reduction with compared to Highest Price 19.72%
Final Ceiling Price (without GST) | 6484.66
Add: WPI Increase @ 0.00551% | 0.36
Ceiling Price (without GST) w.e.f. 01.04.2024 or date of notification, whichever is later 6485.02
Ceiling Price 9294.90 Each Pack
Maximum Per ible PTR 8012.84 Minimum Price (Rs.) 2449.18
(S.0. 1573 (E) dated 31.03.2023 & 4663 (E) dated 25.10.2023) Maximum Price (Rs.) 6963.60
Average of all considered (Rs.) 5590.23
Ceiling Price (Rs.) 6485.02
Reduction from current ceiling pricle 30.23%
I |
TOTAL MAT 82,61,77,649 100% M3
S.No. |Unique |Composition as per e fqarun | B3] Strength Pack Size | Unit PTR(Rs.) Brandwise MAT |SKU wise [Brandwis |Qualify ( | Price Price per Unit
No.as |NLEM Pack Description BRAND Company (Ignoring 0% MAT)|MAT % e MAT Y/N) per Unit |(Rs.) Considered
per (ignoring |Y=Yes (Rs.)
NLEM 0% MAT) |N=No
1 ABHOPE (ABBOTT) 50 MG INJECTI|[ABHOPE (ABBOTT) ABBOTT HEALTHCARE PVT. LTD 50 MG 1 Vial 4087.94 1913028 0.23% 0.23% N 4087.94
2 AMBILON 50 MG INJECTION 1 AMBILON CELON LABS 50 MG 1 Vial 5000 119005000 14.40% 14.40% Y 5000.00 5000.00
3 AMBISOME 50 MG INJECTION 20 M AMBISOME MYLAN 50 MG 1 Vial 6415.43 144039276 17.43% 17.43% Y 6415.43 6415.43
4 AMFIGHT 50 MG INJECTION 1 ML_[AMFIGHT CELON LABS 50 MG 1 Vial 2449.18 11393585 1.38% 1.38% Y 2449.18 2449.18
5 AMFIZA 50 MG INJECTION 1 AMFIZA GLENMARK PHARMACEUTICALS LTD. |50 MG 1 Vial 5987.4 2694330 0.33% 0.33% N 5987.40
6| 651& Amphotericin B AMPHOGARD 50 MG INJECTION 1 [AMPHOGARD ZYDUS CADILA - ZHL 50 MG 1 Vial 2000 3913800 0.47% 0.47% N 2000.00
7| 6.9.2.1 Liposomal AMPHONAT 50 MG INJECTION 1 [AMPHONAT NATCO PHARMA LTD 50 MG 1 Vial 6000 121284000 14.68% 14.68% Y 6000.00 6000.00
8 AMPHONEX COMBIPACK 50 MG INJAMPHONEX BHARAT SERUMS & VACCINES LTD 50 MG 1 Vial 6963.6 259004231 31.35% 31.35% Y 6963.60 6963.60
9 AMPHOTIN 50 MG INJECTION 10 MAMPHOTIN UNITED BIOTECH (P) LTD 50 MG 1 Vial 224.63 75925 0.01% 0.01% N 224.63
10 AMPHOTLC 50 MG INJECTION 1 MI|[AMPHOTLC ZYDUS CADILA - ZHL 50 MG 1 Vial 5987.2 1329158 0.16% 0.16% N 5987.20
11 GUFISOME 50 MG INJECTION 1 GUFISOME GUFIC BIOSCIENCE LTD 50 MG 1 Vial 6550.55 352539 0.04% 0.04% N 6550.55
12 PHOSOME 50 MG INJECTION 20 M| PHOSOME CIPLA LTD. 50 MG 1 Vial 6713.16 161172775 19.51% 19.51% Y 6713.16 6713.16




Computation of Ceiling Price based on October, 2023 Data under DPCO, 2013 | | | |
Number of Companies consisting of Market Share of 1% & Above 1
6.5.1 Amphotericin B Lipid Injection 50mg/vial Each Vial Sum of MAT value considered for price calculation (in Lakhs) 465.52
6.9.2.1 (S,T) Sum of PTR per unit considered for price calculation 4468.48
Number of Packs considered | 2
Average PTR [ [ 2234.24
Less: Reduction as per monopoly conditions 641.12
PTR after reduction | 1593.12
Current Ceiling Price 3990.62 Each Pack Add : 16% Retailer Margin 254.90
Maximum Permissible PTR 3440.18 Ceiling Price (without GST) 1848.02
(S.0.1548(E) dated 26.03.2024) % Reduction with compared to Highest Price 40.97%
Final Ceiling Price (without GST) | 1848.02
Add: WPI Increase @ 0.00551% | 0.10
Ceiling Price (without GST) w.e.f. 01.04.2024 or date of notification, whichever is later 1848.12
Ceiling Price 3990.40 Each Pack
Maximum Permissible PTR 3440 Minimum Price (Rs.) 1769.51
(S.0.1573(E) dated 31.03.2023 & 4663 (E) dated 25.10.2023) Maximum Price (Rs.) 2698.97
Average of all considered (Rs.) 2234.24
Ceiling Price (Rs.) [ 1848.12
Reduction from current |ceiling price 53.69%
| |
TOTAL MAT 4,65,51,642 100% M3
S.No. |Unique |Composition as per U9 fqazor 3| ST Strength |Pack Size | Unit PTR(Rs.) Brandwise MAT SKU wise |Brandwis |Qualify ( | Price Price per Unit
No.as (NLEM Pack Description BRAND Company (Ignoring 0% MAT)|MAT % e MAT Y/N) per Unit ((Rs.) Considered
per (ignoring (Y=Yes (Rs.)
NLEM 0% MAT) [N=No
1/6.5.1 & |Amphotericin B Lipid AMPHOLIP 50 MG INJECTION 10 ML AMPHOLIP BHARAT SERUMS & VACCINES LTD 50 MG 1 Vial 2698.97 6391161 13.73% 13.73% Y 2698.97 2698.97
2]6.9.2.1 |Amphotericin B Lipid AMPHOMUL 50 MG INJECTION 10 ML |AMPHOMUL BHARAT SERUMS & VACCINES LTD 50 MG 1 Vial 1769.51 40160481 86.27% 86.27% Y 1769.51 1769.51
B. Computation of Average rate of reduction under Monopoly I
S.No. Drug Strength Route of Administration / Dosage Form & S.0. Number & date Reduction with
Packsize/Packing, if any reference to the
highest PTR
under NLEM,
2022 (%)
1 Amphotericin B(conventional) Injection 50mg/vial 1577(E) dated 31.03.2023 37.67%
2 Amphotericin B(Liposomal) Injection 50mg/vial Uploaded in current lot 19.72%
| Average reduction | 28.70%




Computation of Ceiling Price based on October, 2023 Data under DPCO, 2013

Number of Companies consisting of Market Share of 1% & Above 4
25.2.1 |Water for injection _|Injection Each Pack (10ml) Sum of MAT value considered for price calculation (in Lakhs) 8.38
(P,S,T) Sum of PTR per unit considered for price calculation 10.42
Number of Packs considered 5
Average PTR 2.08
Current Ceiling Price 2.89 Each Pack (10ml) Add : 16% Retailer Margin 0.33
Maximum Per ible PTR 2.49 Ceiling Price (without GST) 242
(S.0. 1548(E) dated 26.03.2024) % Reduction with compared to Highest Price 9.39%
Final Ceiling Price (without GST) | 2.42
Add: WPI Increase @ 0.00551% | 0.00
Ceiling Price (without GST) w.e.f. 01.04.2024 or date of notification, whichever is later 242
Ceiling Price 2.89 Each Pack (10ml)
Maximum Per ible PTR 2.49 Minimum Price (Rs.) 1.73
(S.0.1573(E) dated 31.03.2023 & 4663(E) dated 25.10.2023) Maximum Price (Rs.) 2.30
Average of all considered (Rs.) 2.08
Ceiling Price (Rs.) 242
Reduction from current ceiling price 16.26%
| |
TOTAL MAT 8,38,417 100% M3
S.No. |Unique [Composition as per T faror |/ E2Li] Strength |Pack Size | Unit PTR(Rs.) Brandwise MAT SKU wise |Brandwis |Qualify ( | Price Price per Unit
No.as |NLEM Pack Description BRAND Company (Ignoring 0% MAT % e MAT Y/N) per Unit |(Rs.) Considered
per MAT) (ignoring |Y=Yes (Rs)
NLEM 0% MAT) |N=No
1|25.2.1 Water for injection STERILE WATER (PDPL) INJECTION 10 ML [STERILE WATER (PDPL) PARENTERAL DRUGS (INDIA) LTD. 10 ML 1 INJECTION 2.05 748514 89.28% 89.28% Y 2.05 2.05
2(25.2.1 Water for injection STERILE WATER LIQUID 10 ML STERILE WATER PUNJAB FORMULATIONS 10 ML 1 LiQuID 1.73 33763 4.03% 4.03% Y 1.73 1.73
3[25.2.1 Water for injection STERILE WATER(NIR) INJECTION 10 ML STERILE WATER(NIR) NIRLIFE HEALTHCARE 10 ML 1 INJECTION 2.8 356 0.04% 0.04% N 2.80
4125.2.1 Water for injection WATER FOR (ALBERT) INJECTION 10 ML | WATER FOR (ALBERT) ALBERT DAVID 10 ML 1 INJECTION 2.24 11999 1.43% 1.43% Y 2.24 2.24
5[25.2.1 Water for injection WATER FOR (PDPL) INJECTION 10 ML WATER FOR (PDPL) PARENTERAL DRUGS (INDIA) LTD. 10 ML 1 INJECTION 2.1 35167 4.19% 4.19% Y 2.10 2.10
6[25.2.1 Water for injection WATER FOR (ZYDUS) INJECTION 10 ML WATER FOR (ZYDUS) ZYDUS CADILA - ZHL 10 ML 1 INJECTION 2.3 8618 1.03% 1.03% Y 2.30 2.30




Revised (Earlier uploaded on 05.02.2024)

Comp ion of Ceiling Price based on October, 2023 Data under DPCO, 2013
Number of Companies consisting of Market Share of 1% & Above 7
24.1.2 |Budesonide (A) + |Inhalation 400mcg (A) + 6mcg (B) Per Metered dose Sum of MAT value considered for price calculation (in Lakhs) 11,294.13
Formoterol (B)
MDI (P.S,T) Sum of PTR per unit considered for price calculation 26.18
Number of Packs considered 9
Average PTR 291
Current Ceiling Price 3.80 Per Metered dose Add : 16% Retailer Margin 0.47
Maximum Permissible PTR 3.27 Ceiling Price (without GST) 3.37
(S.0. 1548(E) dated 26.03.2024) % Reduction with compared to Highest Price 4.31%
Final Ceiling Price (without GST) 3.37
Add: WPI Increase @ 0.00551% | 0.00
Ceiling Price 3.80 Per Metered dose Ceiling Price (without GST) w.e.f. 01.04.2024 or date of notification, whichever is later 3.37
Maximum Permissible PTR 3.27
(S.0.1573(E) dated 31.03.2023)
Minimum Price (Rs.) 2.62
Maximum Price (Rs.) 3.04
Average of all considered (Rs.) 291
Ceiling Price (Rs.) [ 3.37
Reduction from current Teiling price 11.32%
| |
A. List of items under consideratio TOTAL MAT 1,13,53,70,441 100% M3
S.No. |Unique [Composition as T e BTUBRAND HUA Strength  |Pack Size| Unit PTR(Rs.) Brandwise MAT |SKU wise |Brandwis |Qualify ( | Price Price per Unit
No.as |per NLEM Pack Description Company (Ignoring 0% MAT % e MAT Y/N) per Unit |(Rs.) Considered
per MAT) (ignoring |Y=Yes (Rs.)
NLEM 0% MAT) |N=No
1[24.1.2 BUDAMATE 400 MCG INHALER 120 MDI BUDAMATE LUPIN LTD 6/400 MCG 120 [Per MDI 352.36 3602838 0.32% 21.09% Y 2.94 294
2|24.1.2 BUDAMATE HFA 6/400 MCG TRANSHALER 120 MDI BUDAMATE LUPIN LTD 6/400 MCG 120 [Per MDI 352.36 235815468 20.77% 21.09% Y 2.94 294
3[24.1.2 BUDETROL 134 A 6/400 MCG INHALER 1 BUDETROL MACLEODS PHARMACEUTICALS PVT.|6/400 MCG 120 Per MDI 352.97 26473 0.00% 0.00% N 2.94
4124.1.2 BUDETROL 6/400 MCG INHALER 120 MDI BUDETROL MACLEODS PHARMACEUTICALS PVT.|6/400 MCG 120 Per MDI 352.97 61174630 5.39% 5.39% Y 2.94 2.94
5[24.1.2 COMBIHALE FB 6/400 MCG INHALER 120 MDI COMBIHALE FB MANKIND PHARMACEUTICALS LTD. |6/400 MCG 120 Per MDI 314.29 14649057 1.29% 1.29% Y 2.62 2.62
7|24.1.2 | Budesonide (A) + |DIGIHALER FB 6/400 MCG INHALER 120 MD DIGIHALER FB GLENMARK PHARMACEUTICALS LT|6/400 MCG| 120  |Per MDI 365.21 51095801 4.50% 4.50% Y 3.04 2.88
8|24.1.2 Formoterol (B) |FOMTIDE NF 6/400 MCG INHALER 1 FOMTIDE NF SUN PHARMA LABORATORIES LTD. |6/400 MCG 120  |Per MDI 323.93 14253 0.00% 0.00% N 2.70
9(24.1.2 FORACORT 6/400 MCG INHALER 120 MDI FORACORT CIPLA LTD. 6/400 MCG 120 [Per MDI 364.8 526263996 46.35% 54.93% Y 3.04 3.04
10|24.1.2 FORACORT SYNCHROBREATHE 6/400 MCG INHALER 120 | FORACORT CIPLALTD. 6/400 MCG| 120 |Per MDI 384.96 97387566 8.58% 54.93% Y 3.21 2.85
11(24.1.2 FORMONIDE HFA 6/400 MCG INHALER 120 MDI FORMONIDE ZYDUS CADILA - ZHL 6/400 MCG 120 Per MDI 363.89 115410909 10.17% 10.17% Y 3.03 3.03
12(24.1.2 PULMOSMART 400 MG INHALER 120 MD PULMOSMART ALKEM LABORATORIES LTD. 6/400 MCG 120 [Per MDI 293.57 5916903 0.52% 0.52% N 2.45
13[24.1.2 QUIKHALE FB 6/400 MCG INHALER 160 MDI QUIKHALE FB INTAS PHARMACEUTICALS LTD 6/400 MCG 120 Per MDI 352.98 24012548 2.11% 2.11% Y 2.94 2.94

Note: (1) Strengths of item no. 1 & 12 and pack sizes of item nos. 3 & 8 are confirmed through websources
(2) For item at S.No. 7 & 10, additional ceiling price is notified vide S.0. 4539(E) dated 18.12.2019 & S.0. 4538(E) dated 18.12.2019 respectively on account of incremental innovation in device, applicable to specific company, hence, additional price cannot be part of PTR for ceiling price

calculation.

PTR of Item S.No. 7

MRP excluding GST

511.29/1.12

Less: Additonal price allowed under Para 11(3) for Digihaler
=Rs.44.70 + WPl w.e.f. 1.4.2021 (S.0. No. 1238 dt. 17.03.2021)
Price of the drug with normal device

PTR of the drug with normal device

Doses

PTR

456.51

55.82
400.69
34542

120
2.88

PTR of Item S.No. 10

MRP excluding GST 538.94/1.12
Less: Additonal price allowed under Para 11(3) for Synchrobreathe
=Rs. 67.20 + WPl w.e.f. 1.4.2021 (S.0. No. 1237 dt. 17.03.2021)
Price of the drug with normal device

PTR of the drug with normal device

Doses

PTR

481.20

83.91
397.29
342.48

120
2.85




Revised (Earlier uploaded on 05.02.2024)

Computation of Ceiling Price based on October, 2023 Data under DPCO, 2013

Number of Companies consisting of Market Share of 1% & Above 7
24.1.2 |Budesonide (A) + Inhalation 200mcg (A) + 6mcg (B) Per Metered dose Sum of MAT value considered for price calculation (in Lakhs) 19,719.05
Formoterol (B)
MDI (P,S,T) Sum of PTR per unit considered for price calculation 28.08
Number of Packs considered 11
Average PTR 2.55
Current Ceiling Price 3.33 Per Metered dose Add : 16% Retailer Margin 0.41
Maximum Permissible PTR 2.87 Ceiling Price (without GST) 2.96
(S.0. 1548(E) dated 26.03.2024) % Reduction with compared to Highest Price 10.74%
Final Ceiling Price (without GST) 2.96
Add: WPI Increase @ 0.00551% | 0.00
Ceiling Price 3.33 Per Metered dose Ceiling Price (without GST) w.e.f. 01.04.2024 or date of notification, whichever is later 2.96
Maximum Permissible PTR 2.87
(S.0.1573(E) dated 31.03.2023)
Minimum Price (Rs.) 2.34
Maximum Price (Rs.) 2.86
Average of all considered (Rs.) 2.55
Ceiling Price (Rs.) 2.96
Reduction from current ceiling price 11.11%
| |
A. List of items under consideration TOTAL MAT 1,99,58,90,316 100% M3
S.No. |Unique |Composition as per o [qaxul BIUBRAND Eati Strength | Pack Size | Unit PTR(Rs.) Brandwise MAT |SKU wise |Brandwis (Qualify ( | Price Price per Unit
No.as |NLEM Pack Description Company (Ignoring 0% MAT)|MAT % e MAT Y/N) per Unit |(Rs.)
per (ignoring |Y=Yes (Rs)) Considered
NLEM 0% MAT) |N=No
1{24.1.2 AIRTEC FB 6/200 MCG INHALER 150 MDI AIRTEC FB GLENMARK PHARMACEUTICALS LTD. [6/200 MCG 150 Per MDI 134.16 1,19,000 0.01% 0.01% N 0.89
2(24.1.2 BUDAMATE 200 MCG INHALER 120 MDI BUDAMATE LUPIN LTD 6/200 MCG 120 Per MDI 281.39 47,46,469 0.24% 19.16% Y 2.34 2.34
3[24.1.2 BUDAMATE HFA 6/200 MCG TRANSHALER 1|BUDAMATE LUPIN LTD 6/200 MCG 120 Per MDI 281.39 37,76,62,683 18.92% 19.16% Y 2.34 2.34
4124.1.2 BUDETROL 6/200 MCG INHALER 120 MDI _ [BUDETROL MACLEODS PHARMACEUTICALS PVT.LT[6/200 MCG 120 Per MDI 281.83 9,91,26,733 4.97% 4.97% Y 2.35 2.35
5(24.1.2 COMBIHALE FB 6/200 MCG INHALER 120 MI[|COMBIHALE FB_ | MANKIND PHARMACEUTICALS LTD. 6/200 MCG 120 Per MDI 284.74 3,74,12,922 1.87% 1.87% Y 2.37 2.37
6(24.1.2 DIGIHALER FB 6/200 MCG INHALER 120 MDIGIHALER FB__|GLENMARK PHARMACEUTICALS LTD.|6/200 MCG 120 Per MDI 324.79 8,01,33,163 4.01% 4.01% Y 2.71 2.52
7(24.1.2 FOMTIDE 6/200 MCG INHALER 120 MDI FOMTIDE SUN PHARMA LABORATORIES LTD. 6/200 MCG 120 Per MDI 319.38 2,47,56,515 1.24% 1.24% Y 2.66 2.66
8124.1.2 Budesonide (A) + FOMTIDE CFC FREE 6/200 MCG INHALER 9.2l[FOMTIDE SUN PHARMA LABORATORIES LTD. 6/200 MCG 120 Per MDI 208.12 48,076 0.00% 0.00% N 1.73
9124.1.2 Formoterol (B) FORACORT 6/200 MCG MULTIHALER 120 MI|FORACORT CIPLA LTD. 6/200 MCG 120 Per MDI 319.67 7,26,65,172 3.64% 59.06% Y 2.66 2.66
10/24.1.2 FORACORT 6/200 MCG MULTIHALER 300 MI[FORACORT CIPLA LTD. 6/200 MCG 300 Per MDI 692.09 692 0.00% 0.00% N 231
11|24.1.2 FORACORT CFC 6/200 MCG INHALER 200 MI[FORACORT CIPLA LTD. 6/200 MCG 120 Per MDI 319.67 89,15,52,588 | 44.67% 59.06% Y 2.66 2.66
12124.1.2 FORACORT NEOHALER 6/200 MCG INHALER[FORACORT CIPLA LTD. 6/200 MCG 120 Per MDI 319.67 3,33,69,454 1.67% 59.06% Y 2.66 2.66
13|24.1.2 FORACORT SYNCHROBREATHE 6/200 MC(FORACORT CIPLALTD. 6/200 MCG 120 Per MDI 385.91 18,12,73,419 9.08% 59.06% Y 3.22 2.86
14|24.1.2 FORMONIDE HFA 6/200 MCG INHALER 120 NFORMONIDE ZYDUS CADILA - ZHL 6/200 MCG 120 Per MDI 319.11 16,92,06,124 8.48% 8.48% Y 2.66 2.66
15(24.1.2 PULMOSMART 200 MG INHALER 120 MD PULMOSMART ALKEM LABORATORIES LTD. 6/200 MCG 120 Per MDI 257.14 1,12,57,332 0.56% 0.56% N 2.14
16|24.1.2 QUIKHALE FB 6/200 MCG INHALER 120 MDI|QUIKHALE FB INTAS PHARMACEUTICALS LTD 6/200 MCG 120 Per MDI 319.68 1,25,59,974 0.63% 0.63% N 2.66
(1) For item at S.No. 6 & 13, additional ceiling price is notified vide S.0. 4539(E) dated 18.12.2019 & S.0. 4538(E) dated 18.12.2019 respectively on account of incremental innovation in device, applicable to specific company, hence, additional price cannot be part of PTR for ceiling
price calculation. The PTR of these lineitems have been calculated as follows:
PTR of Item S.No. 6 PTR of Item S.No. 13
MRP excluding GST 454.71/1.12 405.99 MRP excluding GST 540.28/1.12 482.39
Less: Additonal price allowed under Para 11(3) for Digihaler Less: Additonal price allowed under Para 11(3) for Synchrobreathe
=Rs.44.70 + WPl w.e.f. 1.4.2021 (S.0. No. 1238 dt. 17.03.2021) 55.82 =Rs.67.20 + WPl w.e.f. 1.4.2021 (S.0. No. 1237 dt. 17.03.2021) 83.91
Price of the drug with normal device 350.17 Price of the drug with normal device 398.48
PTR of the drug with normal device 301.87 PTR of the drug with normal device 343.51
Doses 120 Doses 120
PTR 2.52 PTR 2.86
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