Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Page1ofS/Crp.1u35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
MO6yxanu®, TabeTKy, NOKPbITHIE IVIEHOYHOH 060/104K0#, 400 Mr + 325 Mr

[Batch No / Cepusi Ne : V2400699

Batch Quantity / O6bem napthu : 764.8 Kg

040002511511

Analytical Report No / AnaysiuTH4yeckuii oryer Ne :

Date of Analysis / /laTa ananu3za: 29.04.2024

Date of Manufacture / Jlata npousBoacrsa : 04/2024

Date of Expiry / Cpok rognoctu : 03/2029

Analysis performed according ND / Anann3 nposenen no HJI: 11 N011252/01-160123

ITpumeuyanue: [poaykT cooTBeTcTBYET TpeboBanusam HJI

3axkiaouenne: OJJOBPEHO

Ne | Test/ Iloka3aTenb Results/ Pe3yabTaThl Specification / Hopma
1 |Description/ Onucanue |Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-
one-side scored tablets; white core at|{side scored tablets; white or off-white
the  cross-section../  Tabnetku|core at the cross-section. / Tabnerku
KarncyJOBUAHON (GOpPMBbI, NMOKPHITBIE|KANCYIOBHIHOR  GOPMBI,  TIOKpBITHIE
IUIEHOYHOM 0BO0IOYKOH OpaHXEBOro [IEHOYHOI ~ OOOJNIOYKOH  OpaHXKEBOTro
1IBETa, C PHCKO#f Ha OZNHOI CTOpPOHE;|L[BETa, C PUCKOH Ha OJHOH CTOpPOHE; Ha
Ha T[OTEpeYHOM pas3pe3e — SIPO|NONepedHoM paspese — AApo 6enoro uiu
fenoro 1BeTA. o4ty 6enoro 1gera.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[ToanuHHOCTD CooTBeTCTBYET the chromatogram of the test solution
should correspond to the retention times
of the peaks on the chromatogram of
ibuprofen and paracetamol reference
standards solution (section Assay) /
Bpemena ynep>XuBaHUST OCHOBHBIX THKOB
Ha XpoMaTorpamme HCITBITYEMOTO
pacTBopa  JOJDKHBI  COOTBETCTBOBATb
BpeMeHaM  yAep)KMBaHHMs [HUKOB Ha
XpoMaTorpaMMe pacTBopa CTaHAApPTHBIX
obpasnoB ubynpodeHa U mnapaleramosa
(pa3gen «KonnyecTBeHHOE
OINpENICICHUEY)
3 |Average tablets weight 966.7 mg/ 966.7 Mmr From 9409 mg to 9991 mg
CpenHsis Macca (970.0 mg £+ 3.0 %) /
TabJIETOK Or 940,99 wmMr go 9991 MT
(970,0 Mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

Hara: 29.04.2024

Prepared by / Checked by / Approved by: Manager/Executive
JloarotoeneHo: Santpsh | [IposepeHo: Pardeep Kumasr /OnobpeHo: Menemxep /

Kumar Maurya ( g"- (’ PykoBoautens Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:

Harta: 29.04.2024

Hara: 29.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ‘_‘:‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A Page2 of 5/Ctp.2 35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6yxkanu®, TabieTKH, NOKPBITHIE INIEHOYHOH 060104K0i, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2400699

Batch Quantity / O6bem naptun : 764.8 Kg

Analytical Report No / Ananutu4yeckuii order No :
040002511511

Date of Analysis / [lata anannsa: 29.04.2024

Date of Manufacture / JlaTta npousBoacTsa : (04/2024

Date of Expiry / Cpok rognocru : 03/2029

Analysis performed according ND / Auanu3s nposenen no HJI: T N011252/01-160123

Ipumeuanne: [Tpoaykr coorBercTByeT TpeboBanusm HJI

4 |Disintegration / 08 min 24 sec / 08 mun 24 cek  |Not more than 30 min /
Pacnagaemocts He 60ee 30 MuH
5 |Dissolution / 99 % To 102 % Not less than 70% (Q) of CizHisO:
PacTBopeHue (Tbuprofen) after 30 min /
He wmenee 70 % (Q) CiHisO2
(ubynpoden) yepes 30 MuH
94 % to 101 % Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wMmenee 70 % (Q) CsHoNO;
(mapaueramou) yepes 30 MUH
6 |Related substances / " 4-aminophenol (paracetamol impurity)
PoncTBeHHbIE TPUMECH 0.0002% - not more than 0.005 % /
Method 1 / Meton 1 4-amuHodeHo (IpUMECh MapaleTamora)
- He Gonee 0,005 %
Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Method 2 / Meton 2 0.03 % JIrobas eIUHUYHAas pUMech
(ubynpodena wnd napaneramona) - He
oonee 0,3 %
Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /
Cymma npumeceit (Meron 1 + Meton 2)
- "e 6onee 0,7 %
9 |Water/Bona 1.5% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmoyenne: OJIOBPEHO

Prepared by /

IToarororneno: Santosh
Kumar Maurya é

Checked by /
[Tpoeepero: Pardeep Kumar

Approved by: Manager/Executive

/OnobpeHo: Menemxep / wp
PyxoBoaurens Manoj Kumar @

Reprint Date:
Hara: 29.04.2024

Reprint Date:

Hara: 29.04.2024

Reprint Date:
Hata: 29.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q':’

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page3 of 5/Crp.3 u35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyknuu®, TabaeTkH, NOKPHITHIE JIeHOYHOH 000/1049K0#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400699

Batch Quantity / O0bem naptuu : 764.8 Kg

Analytical Report No / AHaauTU4YecKHi oTyeT No :

040002511511

Date of Analysis / [laTa anaan3za: 29.04.2024

Date of Manufacture / Ilata npouszBoactsa : 04/2024

Date of Expiry / Cpok roanocrs : 03/2029

Analysis performed according ND / Anann3 nposegen mo HJI: JIN011252/01-160123

10 |Uniformity of dosage

units /

OmHOPOAHOCTE Acceptance value (AV) should be not

JIO3UPOBaHUSA 2= more than 15.0 /

- Ibuprofen /ubynpoden [Tokazartens npuemneMocTu (AV) f1omkeH
ObITH He Oouee 15,0

- Paracetamol/ 2.1 Acceptance value (AV) should be not

napaneTaMmolt more than 15.0 /
[Tokazatens npuemieMoctd (AV) noskeH
ObITH He Oouee 15,0

11 |Microbiological purity /

Muxpobuonoruyeckas

yucrora*

a) Total aerobic NA Not more than 1000 CFU/g /

microbial count / He 6onee 1000 KOE/r

Obuiee yucno

aspobHBIX

MHKPOOPTraHH3MOB

NA

b) Total combined Not more than 100 CFU/g/

yeasts and mould count He 6onee 100 KOE/r

/ Ob1uee yucno

JIPOXOKEBBIX 1

TJIECHEBBIX IPHOOB

c¢) E. coli NA Shall be absent in lg / OrcyrcTBHE B

lr

Remarks : The Product conforms to ND/
Hpumeuanne: [Tponykr coorBeTcTBYET TpeboBanuaM HJI

Opinion : APPROVED
3axsouenne: OJJOBPEHO

Prepared by /
[Toaroroneno: Santosh

Kumar Maurya ()

Checked by /
[TpoBepeHo:

Pardeep Kumar

e

Approved by: Manager/Executive

/Ono6peHo: Menemxep / W

Pykopogutens Manoj Kumar

Reprint Date:

Hara: 29.04.2024

Reprint Date:

Jara: 29.04.2024

Reprint Date:
Hata: 29.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiza
Tei: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Sotan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJTU3A Page4 of 5/ Ctp.4 u3 5

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanu®, Tab1eTKH, MOKPHITHIE MIEHOYHOH 060/104K0i, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400699

Batch Quantity / O0bem naptuu : 764.8 Kg

040002511511

Analytical Report No / AnanuTudeckuii order Ne :

Date of Analysis / /lata ananmmsa: 29.04.2024

Date of Manufacture / lata npoussoacrsa : (04/2024

Date of Expiry / Cpok rognoctu : 03/2029

| Analysis performed according ND / Anaaus nposesen no H: [TN011252/01-160123

12 |Assay/
KonuuecTBeHHOE
ornpezaeneHue

From 360.0 to 440.0 mg of C;3Hi30;
(Ibuprofen) per tablet /

Or 360,0 mMr go 440,0 mr C;3Hiz0;
(ubynpoden) B Tabnerke

From 292.5 to 357.5 mg of CsHoNO;
(Paracetamol) per tablet /

Or 292,5 mr go 357,5 mr CsHoNO;
(mapaueramoJ) B TabJeTKe

387.9 mg/387.9 mr

328.24 mg / 328.24 mr

13 | Package / YniakoBka

10 tablets in PVC/Al blister. 1

10 tablets in PVC/AI blister. 1, 2 or 20

blister and a patient information
leaflet in a carton. / Ilo 10
tabsetok B [IBX/Al 6nuctep. Ilo 1

blisters and a patient information leaflet
in a carton. / ITo 10 Tabnetox B [IBX/Al
omucrep. Ilo 1, 2 wnu 20 Onuctepos B

6nucTepy B HayKy KapTOHHYIO |HaukKy KApTOHHYO BMECTE c
BMECTE C  HHCTpYKUUMeH 1O |MHCTPYKLMEH 110 IPUMEHEHHIO.
IIPUMEHEHUIO.

14 | Labeling / MapkupoBka| According to ND. / B cootBerctBuu ¢ H/I.
15 | Storage conditions / At temperature not more than 25 °C./
XpaHeHue Ipu Temneparype He Bble 25 °C.
16 | Shelflife / Cpoxk 5 years / 5 net
TOJHOCTH

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis. / [IpoBoguTcs NPOM3BOAUTENIEM TIPH
BBIIYCKE MEPUOJNYECKH: Iist kKaxaoi 20-0if ceprur WM He MeHee 1 pasa B rof. IlokasaTtens MOXeT ObITh
He BKIIIOUEH B cepTH(HUKAT aHaNu3a GUPMBI

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoayKT cOOTBETCTBYET TPEOOBAHUSIM HJ

Opinion : APPROVED
3aknouenne: OJJOBPEHO

Prepared by /
[Toarorosnexo:
Kumar Maurya

s

Checked by /
[Tpoepeno: Pardeep Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PykoBoautens Manoj Kumar

Reprint Date:
Hara: 29.04.2024

Reprint Date:

JlaTa: 29.04.2024

Reprint Date:
Jara: 29.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com

CIN: L85155AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories td.
Formulation Unit-6

@
DI‘. Red dy’s Q'... Vill. Khof, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDJA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A PageSof S/Crp.5u35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Moy xiun®, tabaeTkH, MOKPHITHIE MI1EHOYHOH 000104K0i#, 400 Mr + 325 mMr

h_Egtch No / Cepus Ne : V2400699 Batch Quantity / O6bem napruu : 764.8 Kg
Aumnalytical Report No / AHaauTHYecKHii oTyer No : Date of Analysis / lata ananusa: 29.04.2024
040002511511

Date of Manufacture / lata npouszsBoacrsa : 04/2024 Date of Expiry / Cpok rogsocrtu : 03/2029

Analysis performed according ND / Ananu3 nposenen mo HJ/I: I1N011252/01-160123

APIname (INN)/
Hanmenopamne ADGC (MIH): Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
APl manufacturer batch number / A-4934 1208/23-24

Howmep cepuu npousBogutenss ADC:

FP Manufacturer API Batch number /
Howmep cepuu cyGcTaHIHH FERAO00017 FERAOQ00158

npouspoauTens I'JIdD:

IOL Chemicals and Pharmaceuticals | Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country / Limited, India / MOJI Kemukanc sua | India / pu Kpumina

IIpouszBoputeanr ADC, crpana: ®apmacerotukaic JIta., Muaus ®apmacsrotukanc JIta., Uanus
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Ipoaykt cootBeTcTBYET TpeboBanuam HJI | 3akmwodenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarotoneno: Santosh | [Ipoepeno: Pardeep Kumar /Ono6peno: Menemxep / wﬁ
Kumar Maurya @_ p PykoBoautens Manoj Kumar @,
Reprint Date: Reprint Date: Reprint Date:
Hara: 29.04.2024 Hara: 29.04.2024 Jara: 29.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drraddys.com
CIN: L85135AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

®
Dr. Reddy,s ‘.... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 91 98166 56001-02
www.drreddys.com

ANNEXURE ‘C’ TO PUBLIC NOTICE No: 19/2012,
Dated 02.07.2012
Examination Report for Self-sealed container
Shipping Bill No:
1. Name of the Exporter: Dr.Reddys Laboratories Ltd.
2. (a) IEC No:0988002833
(b) Branch Code: 21
(c) BIN (PAN based business identification number of the Exporter) :
AAACD7999Q
(d) GSTIN: 02AAACD7999Q1ZW
3. Factory / Place of stuffing (Full address):
Dr.Reddys Laboratories Ltd., FTO Unit-6, Village -Khol,PO BHUD
Nalagarh Road Tehsil-Nalagarh,Dist-Solan Baddi ,HP , 173205
4. Date of examination / stuffing: 21.05.2024
5. Time of stuffing
Starting time: 08:00 hrs
Completion time: 09:00 hrs
Time taken for stuffing: 01.00 HRS

6. Description of cargo with quantity:
1. Ketorol Gel 30g Russia

2. Ketorol Gel 50G Russia
3. Ketorol Express (2x10s) Russia

4. Ibuclin Tablets Russia
Country of final destination: Russian Fed.
7. Name & Designation of the Authorised Signatory:

Ravinder Kumar Saini, Team Leader

8. Particulars of Export Invoice

(a) GST Invoice: 0S0212500199

(b) Export document No: 9013458108
(c) Total No. of packages: 48 Pallets.

(d) Name & address of the consignee abroad:
Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4500 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@ a
Dr. Red dy,s ‘.... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 91 98166 56001-02
www.drreddys.com

OOO DR Reddy's Laboratories
20 Str. 1, Ovchinikovskaya Nabriznaya
Moscow, 115035 - Russian Fed.
9. Isthe description of the goods, the quantity and their value as per particulars
furnished in the Export Document / GST invoice: Yes

10. Container particulars:

Container No Size Seal No No. of packages
stuffed in container

(1) (2) (3) (4)
"TCLU-1784501 40 FT | BOLT50887119 | 48 PALLETS

11. Staring time (moving the container to CFS/ICD/Port): 09:30 Hrs

I have examined the goods and the same are found to be as per the declaration. The

goods are stuffed in the container and the container was sealed with “RFID tamper

proof one-time-bolt seal” of specified standard. The seal number is BOLT50887119
The IEC (Importer Exporter Code), Shipping Bill Number, Shipping Bill Date, e-

seal number, Date of sealing, Time of sealing, Destination Customs Station for
export, Container Number, Trailer-Truck Number is tagged to the seal. I undertake

full responsibility for any difference in description, quality or quantity of the goods.

SIGNATURE OF THE AUTHORISED SIGNATORY
OF THE EXPORTER

Name: Ravinder Kumar Saini

Designation: Team Leader

Registered Office: 8-2-337, Road No. 3, Banjara Hills,q}\%rerrl ad - 500424, /
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mall@drred yﬁ.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




