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Limited (] #b4ik: Malpur, Baddi, Solan, 173205) JF/& GMP & %%, APIH™EiEk (K GMP
54 (EU) 2017/1572) B3R, F 2026 4F 2 H 3 HARAERANAMAH %5 : NNGYK/11120-
1/2026) , ¥R M AETCR =M AR A KR ] AR .

> I (GHEIE (Site Master File) ) R¥%FE 2023 4££H FDA MIEZER (%
BESHAWEIAN “BHT3ER (0AD 7 KRB , REERZERELLE
MEXETER.

> IT RGS5HENMMRS (CSs) EFHEEE: O 2025 £ 4 A 5 HEHMK ERP &
GARMNHENNRGER, ERFRKIELE, RENKIERES; @ K%
SOP ESRTE 2025 FPATEMKERE, {URHE 2026 FHR K EHITHREC
x; © RGEHAPHEIESSERIEER, FELHEERBEERNK .

> HEAN A FERXPREARTESHN, BEERRIRBEARBRT . MRS
firs A/B Fitve XEEARMUBERIERR, RESBANFE: FEATIHR (W
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"l
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https://www.cde.org.cn/main/news/viewInfoCommon/8ef6c5163e703a6fd4829653678df473
https://www.cde.org.cn/main/news/viewInfoCommon/911d5ec46a73b138c3fd6c2f39b340a6
https://www.cde.org.cn/main/news/viewInfoCommon/16d9dbfe96cf3d22631670bdf6b763b1
https://www.cde.org.cn/main/news/viewInfoCommon/16d9dbfe96cf3d22631670bdf6b763b1
https://www.cde.org.cn/main/news/viewInfoCommon/993985b7016b2b88b0d5318d3a33086d
https://www.cde.org.cn/main/news/viewInfoCommon/01dc05c87c78aa40c91f483df64772f2
https://www.cde.org.cn/main/news/viewInfoCommon/01dc05c87c78aa40c91f483df64772f2
https://www.cfdi.org.cn/cfdi/resource/news/16683.html
https://mpa.gd.gov.cn/zwgk/zcfg/gfxwj/content/post_4857660.html
https://www.cdr-adr.org.cn/tzgg_home/202602/W020260213312218110959.docx
https://www.cdr-adr.org.cn/tzgg_home/202602/W020260213312218126376.doc
https://www.cdr-adr.org.cn/tzgg_home/202602/W020260213312218133808.docx
https://www.cdr-adr.org.cn/tzgg_home/202602/W020260213312218131899.docx
https://www.cdr-adr.org.cn/tzgg_home/202602/W020260213312218130657.docx
https://www.cdr-adr.org.cn/tzgg_home/202602/W020260212592554663866.docx
https://www.cdr-adr.org.cn/tzgg_home/202602/W020260212592554674916.doc
https://www.cdr-adr.org.cn/tzgg_home/202602/W020260212592554674916.doc
https://www.cdr-adr.org.cn/tzgg_home/202602/W020260214293388691433.pdf
https://www.cdr-adr.org.cn/tzgg_home/202602/W020260227520297958532.pdf
https://www.cfdi.org.cn/cfdi/resource/news/16683.html
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Computer Software Assurance for Production and Quality
Management System Software: Guidance for Industry and Food and
L. Drug Administration Staff FDA 2026.02.03
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Cybersecurity in Medical Devices: Quality Management System
Considerations and Content of Premarket Submissions: Guidance
9 for Industry and Food and Drug Administration Staf
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Qualification of non-mutagenic impurities - Scientific guideline

FDA 2026.02.03
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CHMP work plan 2026

4. . EMA 2026.02.03
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Guidance for applicants for the preparation of the precise scope

5 section of the variation application form EMA 2026.02.12
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Guidelines on good pharmacovigilance practices (GVP)

6. | BOE—WHE BN T X 20 sl B FL A A BRI 2200 . L EMA 2026.02.06
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Defining digital twins in a biomanufacturing environment

(A - ) BioPhorum | 2026.02.12
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Certification Process for Designated Medical Gases: Draft 2026. 02. 11
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Concept paper on the revision of the guidelines on Good
Manufacturing Practice for medicinal products — Annex 15
2. — Qualification and validation EU-PIC/S | 2026. 02. 09

dybt RUFA P INETR TSSO - BHF 156 - Bl 5 5RIE

Concept paper on revision of the guidelines on good
manufacturing practice for medicinal products — annex 6
3. manufacture of medicinal gases EU-PIC/S | 2026. 02. 11
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/computer-software-assurance-production-and-quality-management-system-software
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/computer-software-assurance-production-and-quality-management-system-software
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/computer-software-assurance-production-and-quality-management-system-software
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cybersecurity-medical-devices-quality-management-system-considerations-and-content-premarket
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cybersecurity-medical-devices-quality-management-system-considerations-and-content-premarket
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cybersecurity-medical-devices-quality-management-system-considerations-and-content-premarket
https://www.ema.europa.eu/en/qualification-non-mutagenic-impurities-scientific-guideline
https://www.ema.europa.eu/en/documents/work-programme/chmp-work-plan-2026_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-applicants-preparation-precise-scope-section-variation-application-form_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-applicants-preparation-precise-scope-section-variation-application-form_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guidelines-good-pharmacovigilance-practices-gvp-introductory-cover-note-last-updated-final-considerations-pregnant-breastfeeding-women-their-children-exposed-utero-or-breastmilk_en.pdf
https://www.biophorum.com/download/defining-digital-twins-in-a-biomanufacturing-environment-biophorum/
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/certification-process-designated-medical-gases
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/certification-process-designated-medical-gases
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-revision-guidelines-good-manufacturing-practice-medicinal-products-annex-15-qualification-validation_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-revision-guidelines-good-manufacturing-practice-medicinal-products-annex-15-qualification-validation_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-revision-guidelines-good-manufacturing-practice-medicinal-products-annex-15-qualification-validation_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-revision-guidelines-good-manufacturing-practice-medicinal-products-annex-6-manufacture-medicinal-gases_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-revision-guidelines-good-manufacturing-practice-medicinal-products-annex-6-manufacture-medicinal-gases_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-revision-guidelines-good-manufacturing-practice-medicinal-products-annex-6-manufacture-medicinal-gases_en.pdf
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(1229) STERILIZATION

2. USP 2026. 03. 01
K
(1229. 1) Steam Sterilization by Direct Contact

3. USP 2026. 03. 01
B AR AT TUK A
(1229. 2) Moist Heat Sterilization of Aqueous Liquids

4. N USpP 2026. 03. 01
IKPEBAR IR K T
(1229. 4) Sterilizing Filtration of Liquids

5. B USP 2026. 03. 01
A B R
(1066) Physical Environments That Promote Safe Medication

6. |Use USP | 2026.03.01
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(788) Particulate Matter in Injections

7. USpP 2026. 03. 01
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(787) Subvisible Particulate Matter in Therapeutic
8. Protein InjeCtiOHS USP 2026. 03. 01
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(786) Particle Size Distribution Estimation by Analytical
9. | Sieving USP 2026. 03. 01
3R 4912 00 5 P ) A

(741) Melting Range or Temperature
10. ) USP 2026. 03. 01
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(319) Nuclear Magnetic Resonance Spectroscopy Block
11. Length Determination for Lactide — Glycolide Polymers USP 2026. 03. 01
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https://www.chp.org.cn/#/business/standardDetail?id=67c173d1bd8cdc3ac206085d
https://online.uspnf.com/uspnf/document/2_GUID-ECD53800-853C-40EB-9E08-F125CF4C999B_30101_en-US?source=Search%20Results&highlight=%2A
https://online.uspnf.com/uspnf/document/2_GUID-91440F72-855B-4E11-9E50-4DFF8DFAC467_20101_en-US?source=Search%20Results&highlight=%2A
https://online.uspnf.com/uspnf/document/2_GUID-D516FF11-E0D7-4288-9979-2074A9B283FD_30101_en-US?source=Search%20Results&highlight=%2A
https://online.uspnf.com/uspnf/document/2_GUID-416DF5A8-1A8A-47C6-BC58-2289F45A4F21_30101_en-US?source=Search%20Results&highlight=%2A
https://online.uspnf.com/uspnf/document/2_GUID-3BB1FD9B-F9EB-4248-9228-07DB2FC989EB_10301_en-US?source=Search%20Results&highlight=%2A
https://online.uspnf.com/uspnf/document/2_GUID-3BB1FD9B-F9EB-4248-9228-07DB2FC989EB_10301_en-US?source=Search%20Results&highlight=%2A
https://online.uspnf.com/uspnf/document/2_GUID-BFC6D11B-21C5-494E-A0C3-2EB88E2F297A_30101_en-US?source=Search%20Results&highlight=%2A
https://online.uspnf.com/uspnf/document/2_GUID-C945402E-FDC5-44BA-BEF6-0AA32BB21EDC_20201_en-US?source=Search%20Results&highlight=%2A
https://online.uspnf.com/uspnf/document/2_GUID-C945402E-FDC5-44BA-BEF6-0AA32BB21EDC_20201_en-US?source=Search%20Results&highlight=%2A
https://online.uspnf.com/uspnf/document/2_GUID-239ACCAE-B459-431E-94C1-9A5CAE9F9BA6_20101_en-US?source=Search%20Results&highlight=%2A
https://online.uspnf.com/uspnf/document/2_GUID-239ACCAE-B459-431E-94C1-9A5CAE9F9BA6_20101_en-US?source=Search%20Results&highlight=%2A
https://online.uspnf.com/uspnf/document/2_GUID-B3D9AEC4-27D6-4268-8116-22221F1AF1DE_30101_en-US?source=Search%20Results&highlight=%2A
https://online.uspnf.com/uspnf/document/2_GUID-EA6205F3-002D-4A34-84B1-1E659A7798CA_10101_en-US?source=Search%20Results&highlight=%2A
https://online.uspnf.com/uspnf/document/2_GUID-EA6205F3-002D-4A34-84B1-1E659A7798CA_10101_en-US?source=Search%20Results&highlight=%2A
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